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SUMMARY: The Food and Drug Administration (FDA) is propdsing to ameha
the regulation for sodium levels for foods that use the nutrient content clalm
“healthy.” The agency is proposing that a prevmusly estabhshed but not yet
implemented, more restrictive, second-tier sodlum level would be permitted
to take effect as a criterion that individual foods must meet to qualify to bear
the term ““healthy.” The agency is proposing to retain the current first-tier
sodium level for meal and main dish products because imp’lem}enting the
second-tier sodium level could result in the substéntial elimination of meal
and main dish products bearing the claim “healthy” from the ‘Vmarketplace.:
After evaluating data from various sources, the agéncy believes that the
proposed sodium levels will help consumers achieve a total diet that is
consistent with current dietary recommendations, as the pi‘oposed le‘ve’ls will
give consumers a reasonable number of “‘healthy” products from which to

choose. The agency has also revised the regulatory‘ text for the definition of
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Memorandum instructing Federal agencies to use plain lahguage.

DATES: Submit written or electronic comments by [insert ‘d’a‘t’ey 75 days after
date of publication in the Federal Register). | |
ADDRESSES: Submit written comments to the Dockets Management Branch
(HFA-305), Food and Drug Administration, 5630 Fishers Lane, rm. 1061, |
Rockville, MD 20852. Submit electronic comments to http://www.fda.gov/
dockets/ecomments.

FOR FURTHER INFORMATION CONTACT: Ellen M. Anderson, Center for Food Safety
and Applied Nutrition (HFS-820), Food and Drug Adminisﬁration, 5100 Paint
Branch Pkwy., College Park, MD 20740-3835, 301-436-1798. |

SUPPLEMENTARY INFORMATION:
I. Background

In the Federal Registélf of May 10, 1994 (59 FR 24232), FDA published
a final rule amending § 101.65 (21 CFR 101.65) “t‘(')'fdéfihe”t‘he‘térm"i‘heal:thy?’ ‘
as an implied nutrient content claim under section 403(r) of the Federal Fdod,

Drug, and Cosmetic Act (the act) (21 U.S.C. 343(xr)). The final rule defined )

criteria for use of the implied nutrient content claim “healthy,” orarelated

term (e.g., “health,” “healthful”’) on individual fc'f)‘dds',_ ifﬁéliiding raw, s'inglé—m

ingredient seafood, and game meat, and on meal and main di_s,h'pro‘duct'sy. It
also established two separate timeframes in Which different criteria for sodium
content would be effective for foods bearing a “healthy” claim (i.e., before
January 1, 1998, and after January 1, 1998).

Before January 1, 1998, under § 1'()1.65(d)V(2):(ii)(A) and (d)(2)(ii)(B), foran

individual food to qualify to bear the term “healthy"” or a related term, the
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food could contain no more than 480 milligrams (mg) of sodiufn (first-tier
sodium level): (1) Per reference amount customarily consumed per eating:
occasion (reference amount); (2) per serving size listed on the product label
(serving size); and (3) per 50 grams (g) for products with small reference

amounts (i.e., less than or equal to 30 g or less than or equal to 2 tablespoons).

After January 1, 1998 (§ 101.65(d)(2)(ii)(C)), an individual food bearing the term

“healthy,” or a related term, could contain no more than 360 mg of sodium
(second-tier sodium level) per reference amount, per serving size, and per‘50
g for products with small reference amounts. The agency derived this 360 mg
sodium level by applying a 25 percent reduction to the original sodium
disclosure level of 480 mg for individual foods (59 FR 24232 at‘ 24240).1
| To qualify to bear “healthy” or a related term, meal and main dish
products could contain no more than 600 mg of sodium (first- tler sodium level)
per serving size before January 1, 1998 (§ 101. 65(d)(4)(11)(A)) and no more ‘than
480 mg of sodium (second-tier sodium level) per serving si’z'e‘fafter ]anuary' 1,
1998 (§ 101.65(d)(4)(ii)(B)). The agency selected the 480 mg level because 1t
was low enough to assist consumers in meeting dietary goals, while
simultaneously giving consumers who eat such foods the flexibility to consume
other foods whose sodium content is not restricted; because there were many
individual foods and meal-type products on the market that contained less
than 600 mg sodium; and because comments suggesting other levels did nOt

prov1de supportlng data (59 FR 24232 at 24240). ngher levels of sodium were

1Under §101. 13(h](1) {21 CFR 101 13[h)(l)] md1v1dual foods contalmng more than 480
mg sodium per reference amount, per labeled serving size, or per 50 g (if the reference amount
is 30 g or less or 2 tablespoons or less) must bear a label statement referring consumers to
information about the amount of sodium in the food. Such nutrient disclosures are required
when a food contains more than certain amounts of total fat, saturated fat, sodium, and
cholesterol and that food bears a nutrient content claim. id., see section 403(r)(2)(B) of the
act. The agency developed disclosure levels based on dletary guidelines and taking into
account the significance of the food in the total daily diet, based on daily reference values

for total fat, saturated fat, cholesterol, and sodium (58 FR 2302 at 2307, January 6, 1993).
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rejected in the earlier rulemaking (59 FR 24232fatf"24,2 39) because the agency

determined higher levels would not be useful ,tp,(;gps’umerswanting to use
foods labeled “healthy” to limit their sodium intake to achieve current dietary
recommendations.

On December 13, 1996, FDA received a petition from ConAgra, Inc. (the
petitioner) requesting that the agency amend § 10:1.65((1) to “eliminate the;
sliding scale sodium requirement for foods labelﬁid ‘healthy’ by eliminating the
entire second-tier levels of 360 mg sodium for individual fOOdS andw480_m’g
sodium for meals and main dishes”” (FDA Docket No; '96P——,O;500/ CPl, p- 3).

As an alternative, the petltloner requested that the January 1, 1998, effectlve
technology “catches up” with FDA’s goal of ,reduCing the sodium content of
foods and there is a better understanding of the relationship between sodirn’n
and hypertension. |

FDA responded to ConAgra’s petition in the FederalReglster of April 1,
1997 (62 FR 15390), by announcing a partial stayef the second-tier ,sedium;
levels in § 101.65(d)(2)(ii)(C) and (d)(4)(i{i)(B)ﬂuﬁnt1ler January 1, 2000. This stay

was intended to allow time for FDA to: (1) Reevaluate the second-tier sodlum R

levels based on the data contained in the petltlon and any additional data that

the agency might receive; (2) conduct any necessary rulemakmg, and (3) glve
industry an opportunity to respond to the rule or to any change in the rule

that might result from the agency’s reevaluatioﬂn,«' .

On December 30, 1997 (62 FR 67771), FDA published an advance notice
of proposed rulemaklng (ANPRM) announcrng that it was considering whether
to initiate rulemaking to reevaluate and p0531bly amend the 1mphed nutnent

content regulations pertaining to use of the term “healthy.” FDA requested
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comments on whether it should propose to amend the sodium levels for the
term “healthy.” Comments suggesting that the agency should amend the
“healthy” definition were asked to address what the amended regulation
should require to ensure that the term ‘‘healthy” could eppear on a signifieant
number of foods, without being ‘““so broadly defined as to lose its value in |
highlighting foods that are useful in constructing a diet that is consistent with
dietary guidelines” (62 FR 67771 at 67772). FDA asked those who 'be]ie\?ed
the second-tier sodium requirements were appropriate’,and should not be
changed to provide data demonstrating that the Seeond-tier “healthy” |
definition was not so restrictive as to effectively preclude the use of the term.

In the ANPRM, FDA requested data or eﬁrider‘lce. on what would happen
to the use of the term “healthy” in the marketplace if the second-tier sodium
levels were to take effect. In addition, the agency asked how many “healthy”
products would be eliminated if the second-tier sedium Ieve]s’ were to take
effect and whether there would be other impacts on the number of consumer
choices. The agency also asked for data regardingfthe technological feasibility
of reducing the sodium content of individual foods, including raw, single-‘
ingredient seafood and game meats, to 360 mg per reference amount and of
reducing the sodium content of meals and main dishes to 480 ing sodium i)er
serving size.

FDA also requested information and views on consumer acceptance of
foods at the second-tier sodium levels. The agency further requested
~information about the availability or lack of ava‘ilebilkikty of a‘ccep"table sodiﬁm k
substitutes, the difficulties in manufacturing different lines of food produetS'
with lowered sodium levels, and the impact of these ’l“ower _sedium"l‘evelys‘ Qn_

the shelf-life stability and safety of the food. FDA also requested comments
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on other approaches to reducing the amount of sodium in foods that bear the
term “healthy” (62 FR 67771 at 67773 and 67774).

If comments responding to the ANPRM revealed agreernent that there‘were
technological hurdles that could not be overcome for all foods or certain type‘s |
of food, the agency stated that it would be interested in exploring different
options for maximizing the public health galns expected from reducmg dletary
sodium levels. The agency 1dent1f1ed four optlons First, the agency could make |
no changes in the stayed rule, and the second-tier sodium levels in |
§101.65(d)(2)(ii) and (d)(4)(ii) would become effective at the end of the_stay
period. This was identified as the default option if ‘industkry failed to prOVide
evidence, data, or argUments that supported arnending the rule. Second, as
requested by the petitioner, FDA could propose to amend the definition of
“healthy” to make the first-tier sodium leyels,the ;qualifying'levels' fer all food
products, and to delete in their ent_ifety the second-tier scdium levels. ‘Thit‘d,
the agency could continue the stay based on data and information subm1tted
in response to the ANPRM suggesting technological advancements could be
made but would require more time. Fourth, the agency could reconsider the
second-tier sodium levels and create new levels based en'ot‘hei\ factors such
as percentile reductions based on market basket norms (62 FR 67771 at 67774).

In response to requests for an extension to c01nc1de with the end of the
comment period for the U.S. Department of Agnculture s (USDA’s) interim
final rule on the use of “healthy” on the label or labehng of meat and poultry
products (63 FR 7279, February 13, 1998), FDA extended the closing date of
- the comment period for the ANPRM, from March :‘1‘6, 1998, to May 19, 1998

(63 FR 13154, March 18, 1998).
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In the Federal Register of March 16, 1999 (64 FR 12886) FDA pubhshed
a fmal rule extendmg the partial stay of the second tier sodlurn requirements
in § 101.65 until ]anuary 1, 2003. The agency neted that it took this action
to provide time for: (1) FDA to reevaluate the supporting and Qpposingb |
information received in response to the ConAgra petition, (Zp)wythe agency to
conduct any necessary rulemaking on the sodium limits for the term f‘,healthy,””
and (3) companies to respond to any changes that may result from agencyb
rulemaking. On May 8, 2002 (67 FR 30795), FDA issued another final rule to
extend the partial stay of the second-tier sodium requirements in § 101.65 until
January 1, 2006. | \ | ‘

While the partial stay was pending, USDA and the Department of Health
and Human Services jointly published the “Dletary Gmdehnes for Amerlcans
2000” (dietary guidelines) (Ref. 1). This report prov1des recommendatlons for
nutrition and dietary gu1dehnes for the general pubhc and suggests a diet with
a moderate sodium intake, not exceeding 2,400 mg per day The health
concerns relating to hlgh salt intake are high blood pressure and loss of

calcium from bones, which may lead to risk of osteopor031s ‘and bone fractures

(Ref. 1).

II. Summary of Comments From the ANPRM

FDA received 22 responses, each containing one or more e‘omments, to
the December 30, 1997, ANPRM.

Most of the comments state’d that the reqnirernents kfor the use of rhe term '
“healthy” should be amended and presented ev1dence to persuade the agency
to change the sodlum levels. The comments prov1ded mformatmn that a large k'
number of meal and main dish products currently labeled as “‘healthy” wQul\d

not be able to meet the “healthy” definition should the second-tier sodium
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levels take effect. The comments also stated that iecthl'oygical‘ advances have
not yet yielded an acceptab]’e salt substitute. . | |

Several comments discussed the possibility of the agency engaging in
rulemaking to set new sodium levels. For inst‘ane’e, a few comments suggested
using a sodium level based on a percentile reduction from the market-basket
norm (e.g., 25 percent less sodium than o‘therw'ise Compa'rableprOdUCts that
are currently on the market). The Ieve]s could be estabhshed for each food
category or for those particular food items havmg dlfflculty meetlng the
second-tier sodium levels. One comment ob]ected to ¢ re]axmg” the standards
and suggested even tlghter regulation in the 1nterest of public health (2001 mg
for individual foods and 400 mg for meal products).

A few comments stated that the secO‘nd—tief sbdium levels were reasonable
and should no longer be delayed. Evidence presehted in these comments
consisted of: (1) Information suggesting that manufacturers could conform to
the second-tier sodium levels without presenting food safety concerns, and (2)
summary lists of products that would remain in the marketplace if the second-

tier sodium levels took effect.

The remaining comments did not directly address the issue of whether
FDA should amend the sodium levels, but, rather prov1ded general
information or opinions regarding sodium levels. For example one such
comment stated that there are health risks associated with a 'l‘ow-sod’ium' diet.

FDA used information provided in the cpmnients,valong with information
the agency gathered through an independent data analysis, to determine its

proposed action.



ITI. Proposed Action

A. Introduction v

The agency established a definition for the term “healthy"’ as an iinnlfed
nutrient content claim (59 FR 24232). The fundamental purpose of a “healdthy”
claim is to highlight those foods that, based on their nutrient levels are
particularly useful in constructmg a diet that conforms to current dletary |
guidelines, which suggest that daily sodium intake not exceed 2,400 mg (Ref
1). To assist consumers in constructing such a diet a reasonable number of

“healthy” foods should be avallab]e in the marketplace

FDA stated in the ANPRM that its goal was to establish sodium levels for
the definition of “healthy” that are not so restrictive as to preclude the use
of the term “healthy,” and not so broadly defined: as to causethe term to lose
its value in identifying useful products for constructing a healthy diet (62 FR
67771 at 67772). ’

| To assess the number of “healthy” products 1n the marketplace,‘FDA‘
conducted a marketplace data analysis (Ref. 2) using information from the: |
Information Resources Inc. (IRI) InfoScan database The IRI InfoScan database
contains dollar and sales information for food and dletary supplement o
products. InfoScan includes information collected weekly from a selected |
group of grocery, drug, and mass merchandiser stores across the continental
United States with annual sales of $2 million and above (sample store data)——
more than 32,000 retail establishments. The retail stores are statistically
selected, and the database contains sales data for all products in these retail
stores that are scanned (i.e., sold) at check out. IRI applies pr0)ect10n factors
to the sample store data to estimate total sales i in the contmental United States

from stores that have annual sales of $2 million andabove. Using the IRI
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InfoScan database, FDA estimated the number of %‘"Heél'{hy"" brands and =~
“healthy” products in the marketplace during 1993 to 1999.
In the following discussion of the marketplace data analysis, the term
“brands’’ refers to brand names (not manufacturers) in the IRI InfoScan

database (e.g., Healthy Choice, Health Valley, Héélthline), while the term

“products” refers to the different items (i.e., separate Universal Product Codes)

sold under that brand name (e.g., raisin bran versus corn flakes; 12-ounces (0z)

package versus 16-oz package) (Ref. 2).
B. Individual Foods

1. Conventional Foods | |

In the marketplace data analysis of “healthy” individual foods, the agency
estimated the total number of “healthy” products and brands available in 19‘93, ‘
in 1999, andany time in the tim‘eframé" from 199,3; to 1999. The agency alsé
estimated the number of “‘healthy” individual foods for specificy food
categories. FDA does not have any data to‘determine either the number of
“healthy” products or the pace of increase in the availability of “healthy” |
products prior to 1993. When compiling 'thg marketplace data gnaylysis,\t’hg N
agency considered all conventional foods that di(,i not meet the meal or maiin‘
dish definition in §101.13(1) and (m) (including squ'ps‘,'salads (e.g., precut m
a bag, prepared refrigerated salads), and single-ingredient seafood and game
meats) to be individual foods. FDA considéred diéytary supplements separately
using a different database. Dietary supplements are discussed in section IIL
B.2 of this document. _

FDA estimated that in 1999 the marketplace had 872 “healthy” individual
food products available to the consumer, comparéd to 842 such products

available in 1993 (Ref. 2). There was also an increase in the number of
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“healthy”” brands for individual foods in the maﬂsetp]ace from 1'993"to 1999,
In 1993, only 50 brands Carried a “‘healthy” product, while 69 brands were
available in 1999. o T e e

Considering that the 1993 figures are representativeef the marketplace
pﬂor to the 1994 final rule defining “healthy,” the increase ini“healthy’v’
products shows that, in addition to manufacturers being able to comply Wlth
the definition established in 1994, they have also been able to develop
additional “healthy” products. Manufacturers have 1ncreased the number of
available “healthy” brands as well as the number of available healthy

products at or below the first-tier sodium level.

products in many of the specific fOOd categories d?fmeduby IRI (Ref. 2). FOF .
example, in the IRI category of “Salty Snacks” (e.g., pretzels, potato Chipsj,
there were 18 available ‘‘healthy” products in ;1_99',3 and 46 in 1999, with 3,
“healthy” brands available in 1993 and 5 in 1999. For popcorn products |
identified in the IRI category of “Popcorn/Popcorn Gil,” no “healthy” products :
existed in 1993, but in 1999 there were 10 “healthy” products and 2 “healthy”
brands in the marketplace. Similarly, in the IRI category “Fresh Breads &
Rolls,” 21 “healthy” products and 5 “healthy” brands were on the market in
1993, while in 1999, 64 “healthy” products and 9 brands were available.
Increases can also be seen m thve'IRfctategoryof “FZ [Frozen] Seafood”' 14
“healthy” products were available in 1993, Whlle 22 were available to |
consumers in 1999, with 3 “healthy” brands in both 1993 and 1999. These

are only a few examples,,,Qf in@r@@ses i,n, ﬂ,.lde; number Of ‘f,he~al~thfy,f (in‘d‘ividuel

food products available to the consumer.
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Not all food categories, however, had an 1ncrease in the number of
“healthy” products from 1993 to 1999. For 1nstance foods in the IRT categorles |
“Cold Cereal,” “Cookies,” Dr;ed Fruit,” “SaladD;‘es‘s;ngs——SS"’ (where SS |
stands for shelf stable), “Sauce,” and ,‘,‘Carbonated‘B'everages”’ saw a drop"in’
the number of “healthy” products availablefrom:ngB ‘to 1999 (Ref. 2). F oi‘
food categories such as cold cereal, salad dressing, and sauces, sodium may
have been a factor in the decrease in the number of products available from
1993 to 1999 because the sodium levels in these products cover a very w1de
range, and some exceed the first-tier requirement for products labeled as
“healthy” (Ref. 3). However, based on typical sodium levels fo,frqother foodgo
categories, such as cookies, dried fruit, and carbo:oate_dzb‘eye;rages, it isdonlikely'
that sodium was responsible for the decrease in tbe ,,number of these “healihy”
products in the marketplace because typioal sodidmwlex}els, are below both the
first- and second-tier sodium levels (Ref. 3).

In addition, certain food categori‘e‘s’“ generally :oontaip httle ksod;ium.’ Foods
such as fish, fruit juices, hot cereals, rice, vegetabies,'pastas,'and yogurt
typically have considerably less than 360 mg sodium per reference amount |
and per serving'size (Ref. 3). For most of these foods, there Was an "increasé
or No ohange in the number of brands and products available in 1999 compared
to 1993 (Ref. 2). There was a decrease in the nujmbervof} vegetable and pasta
products labeled “healthy;” however, there is no feason, to believe that this |
decrease was due to the sodium content. Because these categories of food
generally contain little sodium, the proposed second-tier Sodium level is
unlikely to have an impact on the number of “healthy"’ products in the

marketplace.
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Survey (FLAPS) (Ref. 4), Wl’llch represents data collected in 1997 from a
limited number of product brands in specific food categories. The agency
reviewed this database because it includes data tha‘twere not'availahle in the
marketplace data analysis, including information’on ‘claims and other |
information included on product labels. For example FDA found a number
of “healthy” claims on individual foods (Ref. 4), such as “‘Healthy real egg
product” and “Apple sauce is a delicious and healthy fruit product Whlch
contains no fat, very low sodium, and no cholesterol.” Such statements are
implied nutrient content claims for “healthy” that the marketplaoe data
analysis did not identify because the term “healthy was not part of the brand
name of the product. This leads FDA to beheve that there are 1nd1v1dual foods
in the market place bearing “healthy” claims in addition to those identified
in the marketplace data analysis. As some “healthy"’ Claimsare not part of; '

the brand name of the product and, therefore, were not Captured in the

marketplace data analysis, it is likely that the number of “healthy 1nd1v1dual -

foods included in that analysis underestimates the number of individual food
products bearing “healthy” claims. | ’ |

The agency notes that individual foods with reference amounts on the
lower end of the scale are also less likely to be affeoted by adoption of the
second-tier sodium level becaus‘ethey are able to ;C'lai;m the same 360 mg
sodium level for a “healthy” product as other individual foods withlarger£
reference amounts. For example, bread or rolls have a reference amount of 50
g (§101.12(b) (21 CFR 101.12(b)), table 2, “Bakery products Breads (excludmg
sweet quick type), rolls”). A 50 g serving of bread or rolls typlcally contams

less than 360 mg sodium (Ref. 3) and would meet the second-tier ocriterion,o o
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Contrast that with individual foods such as pastagor potato éalad, Wthh h:eave
a reference amount of 140 g (§ 101.12(b) table 2 “’Salads‘ PaSté or potato :
salad”). Assuming other aspects of the * ‘healthy” definition are met, 140 g of
pasta or potato salad must contain no more than 360 mg sodium to be
considered “healthy,” although the reference amount fO’IV“ pasta or potato salad
(140 g) is almost three times that of bread or rolls (50 g). Many other individual
foods are similar to the bread and rolls, hav,ing a reference amount on the lower
end of the scale, which allows those products more flexibility in their sodium
level.

Additionally, the agency believes that some ijndiv‘iduél food’S m‘ay be close
to meeting the second-tier sodium level. If the second-tier sodium level goes
into effect, manufacturers may choose to reformulate such products in order
to retain a “healthy” claim.

The ConAgra petition and other comments identified a few specific |
categories of individual foods for which the ability to make “’he‘a_l,thy” Cl'aiins‘
could be negatively affected by permitting the second-tier sodium levels rtcjtak’ey
effect (e.g., soups, cheeses, frankfurters, and luncheon ’meats). FDA “exa\mined

the marketplace data analysis for these specific food categories (Ref. 2.

The total number of “healthy” wet and dry soup products avallable in the
marketplace increased during 1993 through 1999. In 1993 104 “healthy” soup
products were on the market. In 1999 over 20 more products were avallable
for a total of 126 “‘healthy” soup products in 1999. The number of “healthy”
brands remained steady at six in both 1993 and 1999.

The peﬁtioner indicated that its ‘,‘healthY" soup productswould n(;t’ bfe o
able to meet the second-tier sodium level. The peiitioner stated that it had

expended numerous resources (e.g., consulting with experts in the field of foodi ;
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technology and conducting research and de‘velbpment programs with flavor
companies) and was not able to find a satisfactory salt repiacément forits
“healthy” line of soups.
On the other hand, a comment by a major manufacturer of soups claimed
that it has been able to reduce the sodium levels in its “healthy” soups and

is currently able to meet the second-tier sodium level for “‘healthy” individual

foods. The comment from this major soup manufacturer indicated thatit was

able to reformulate its “*healthy” soup product line by modifying the flavor
system with ingredient changes on a product by product basis. The comment
also noted that reducing sodium in a product is téchnically diffi‘Cul‘t"bu't‘nét
unsolvable and that the flavor profile of a product can be manipulated SQ that

it maintains consumer appeal.

Because one major soup manufacturer has béen able to develop a
“healthy”” soup line that meets the second-tier sodium level for “healthy” |
individual foods, FDA tentatively concludes that it is technologically feasible
to produce a “‘healthy” soup product that meets the second-tier sodium level
and is palatable to consumers. The petitioner also stated that cheese might not
be able to meet the second-tier “healthy” sodium requirement because salt is
required in the manufacturing process and cannot be rkeduce'd‘ without
jeopardizing taste and texture. The petitioner also contended that if FDA
permits the second-tier sodium level to take effect for individual foods, :thére’ -
will be no ““healthy” version of cheese in the marl%etplac‘é; N R |

Another comment stated that if it is not possible to manufacture a |
“healthy” cheese, then no exception should be médek, and Cheese prOducté
should be removed from the “healthy” marketplace until manufacturei‘s af‘e |

capable of producing a cheese that meets the “healthy” definition.
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The petitioner’s comments regardmg cheese are remforced by the trend

seen by FDA in its marketplace data analysis (Ref. 2). For example there has o

been a general decline in the number of “healthy” cheeses in the marl'(etplace.
In 1993, before the final rule defining “healthy’” was issued, there were a total

of 60 “healthy” cheese products with 3 different brands on the market;

however, in 1999, the numbers dropped to 32 products with only 1 brand in

the marketplace. Furthermore, in Spring 2001, FDA staff made an informal |
telephone inquiry to the customer service center of the only manufacturer of
“healthy” cheese 1dent1f1ed in the marketplace data analysis for 1999 (Ref 5)

The manufacturer indicated that its “healthy” lme of cheese had been

discontinued. To the best of the agency’s knowledge, no new manufacturer has

entered the “‘healthy” cheese market.
FDA agrees that cheese generally requires salt inthemanUfaCturing
process. Cheese is made from the coagulation of milk into curds ‘and”\?\‘rhe‘y‘i |

The whey is drained off and salt (sodium chloride) is typically added to the

curd to control microbial growth and enzyme activity, assist in curd synthesis

(whey expression), and directly cause changes in Zcheeyse, proteins that willj
influence cheese texture (Ref. 6)The agency requ:fests comments onkWhethier
salt is the llmiting element in achieVing a"“'healthy” cheese and whether salt
'can be removed from the cheese-making process. e TR e

FDA notes that “healthy” cheeses may have been removed from the

marketplace for reasons other than the sodium requirement. Some “healthy”

cheeses (e.g., light mozzarella cheeses) were able to meet the proposed second-
tier sodium level for “healthy” individual foods; nonetheless those products
were removed from the marketplace (Ref 5). In add1t1on to sodrum cheese

also typically contains fat and saturated fat, Wthh have been[ 1‘dent1f1edk as |



17
nutrients to limit when constructing a “he’althy"’ dlet V'(Ref. 1). Because the;
“healthy” claim sets limits on all three nutrients, the multiple requirements
may be the reason why “healthy’” cheeses are no longer in the marketplaoe. |
FDA requests comments that would help clarify Whether it 1s the sodiurn limit,
the fat or saturated fat limits, the combination of hmlts or some other factor
or factors that have resulted in manufacturers dlscontlnulng the manufacture

“and marketing of “healthy” cheeses.

Further, the agency is not persuaded that it ri,Sl}_DBQQSS,aIY to provide for
“healthy” cheese since the lack of a ““healthy” cheese product is not lik"ely‘
to prevent Consumers from construoting a diet co,nsistentwith d1etary f
guidelines. Although cheese contributes calcium ,tothe\diet[Ref. 1), consumers
can obtain their reference daily intake (RDI) of o\aloium from many ’othe‘r ”
sources such as low-fat milk, yogurt, and dark-green leafy vegetables, to name
a few. o | | ’

For consumers who choose to eat cheese, there are alternative cheese
products such as “reduced fat” or “veduced Sodium’_’wcheeses. These CIairriys
accurately describe the specific attributes of the product W1thout clalmlng that

it conforms to the requirements for “healthy

FDA also is concerned that treating cheese dlfferently from other foods ‘
could be misleading to consumers trying to construct a healthy diet. Cheese
has a small reference amount (30 g) (§ 101.12(b), table 2, “Dairy Products and
Substitutes: Cheese, all others except those llsted as separate Categones——— :
includes cream cheese and cheese spread”), and therefore, more than, one
“serving can be consumed easily. In general appro‘xim"ately 3'2‘ gto46gof :
cheese is consumed per eating occasion (Ref. 7). Beoause the actual amount

consumed is typically larger than the referenoe amount (30 g) it appears that
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consumers will be better served if thé second-tlersodlumleve]apphes tb al]
foods, including cheese. Applying the Second—tiei} éOdium level td cheese Wﬂl
help maintain a reasonable sodium intake even for those people who chspme
larger amounts of cheese.

However, FDA invites comments on whether having no "‘“healthy” chéeses -
may have a negative impact on consumers, and ifiso, whether the agency éould
establish a reasonable alternative sodium requirement for “‘healthy” cheese.
Alternative methods might include: (1) Leaving cheese at the current firstf;tier
sodium level for “‘healthy” individual foods (480 mg) or (2) establishing -
“healthy”’ sodium’ levels based on a percent reduction of market-baSk,ét: ho.i*ms. .

The firé;t alternative Ofl@éviﬁhg cheese at thé: dUrrent first-ﬁer sodium ]éVel ,
for “healthy” individual foods may encourage chées@e‘ mahufat:’t”ur‘er's to r_éeﬁ-ntét |
the marketplace, since they would no longer havé to face uncertainty as to
whether the sodium level would be reduced to the second-tier level. The
marketplace data analysis showed that there were 32 “healthy” cheese

products in 1999, demonstrating that manufacturers were capable of producing

a “healthy” cheese at the current first-tier sodium level. P

The second alternative of establishing a “heaithy” sodium ylévwel base,dj on
a market-basket norm may not be practical for all individual foods but mair
be appropriate for cheese because of its special ,m;anuﬁfaycturifng‘ process.‘To; |
consider both alternatives, it would be helpful to have additional information,
such as: (1) The sodium levels for various cheeses currently ln the marketﬁléce

that do not bear the term “healthy” (i.e., the current market-basket norm) and

what might be an achievable percent reduction for sodium from that market-

basket norm; (2) the impact that exempting cheese, not exempting cheese, or

establishing an alternative sodium level would haveon diets; (3) the mihiﬁmm' b
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levels of sodium that can be achieved in the productlon of an acceptable Cheese

product; (4) the technology available to reduce sodlum leve]s in cheese S

products; and (5) the extent to which salt (sodium Chloride) is required in :the :
cheese-making process.. ’ ’

Comments received in response to the ANPRM also indicated that
frankfurters and luncheon meat may have dlfflculty meetlng the second- t1er
sodium level of the “healthy” definition. However, those produots fall out51de
FDA’s jurisdiction, as they are regulated by USDA,; therefore, they are not
addressed in this proposal.

Another issue raised by the petitioner was the role of salt as a preservative
in refrigerated foods, particularly meat and poultry prod”ucts, because the
petitioner contended that refrigeration alone cannot be relied upon to ensnre
food safety. However, a comment stated that the difference between the first-
tier (480 mg) and the second-tier (360 mg) sodlum levels is 1n31gn1f1(:ant w1th
respect to food safety. The comment noted that sodlum does not protect agalnst
microbiological contammatlon in prooessed meats and that no one factor 1s |

responsible for product safety.

Again, since meat and poultry fall outside FDA’s ]urlsdlotlon they will
not be addressed in this rulemaking. The agency requests comments on
whether sodium levels of 360 to 480 mg are protective and play a role in food
safety for foods that FDA regulates; whether changing ﬁom the first- to the;
second-tier sodium level would negatively impact food safety; and what other
preservation methods could be used to ensure food safety in conjunction With ,
lower sodium levels. :

~ Based on the data summarized, it appears that: (1) A reasonable number

of “healthy” individual food products were available in the marketplace from
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1993 through 1999; (2) in many food categories there has been an increasein =

the number of “healthy” products and brands; and (3) many‘“nealth}?”’ -

individual foods, such as those with reference amounts at the lower end of ‘

the scale or those that typically contain limited amounts of sodium, would =~~~

remain unaffected by the proposed change to the second-tier sodium level for
individual foods. Therefore, with the possible exception of cheeses, the ovieraII ‘
‘impact of permitting the second-tier sodium level;to take effect for individual
foods appears to be limited to minor reductions 1n the number of “h‘ealt‘hyi” a

products in some food categories.

Accordingly, the agency tentatively concludes that the second~tie‘r“sodi1‘1m |
level is the appropriate sodlum requirement for the healthy deflnltlon for
individual foods. The agency believes the second tier sodlum level prov1des
a meaningful definition of ‘healthy” that will enable consumers to construct
a diet that is consistent with current dletary guidelines but is Tot so narrow‘ly
defined as to disqualify many foods that are recommended to be in the diet
(59 FR 24232 at 24240).

Therefore, the agency is proposing not to amend the second-tier “‘healthy”
sodium level of 360 mg for individual foods in current§1 01.6’5‘(d)(2‘)’(ii)’”(f(3)%( 1)
and (d)(2)(ii)(C)(2), and (d)(3)(ii)(C)(1) endk(d)(VB)(i:i](C)‘(Z)‘. These paragraphfs”are '
being revised in format, however," as discussed in %sectfion III. F of this
document. The second-tier sodium level for individual foods is to take effect N
at the end of the stay period, January 1, 2006 (67 FR 30795).

The agency is requesting comments and information on the potential S
impact of the second—tier sodium level on speciﬁo individual food categ‘ori%es.

~In particular, FDA is seeking information on the range of sodium content in



21
food categories and the proportion of products that contain sodium at or below

the first- and second-tier levels of current §101.6'5. o

2. Dietary Supplements

Dietary supplements, like other individual foods, must 1neet all of the:
'requlrements in §101. 65(d)(2) to rnake “healthy” claims. FDA has evaluated
data for dletary supplements and tentatively concludes that pernnttlng the
second-tier sodium level to go into effect is unlikely to reduce the avallabl_hty
of “healthy”” dietary supplements. The agency assessed the prevalence of |
dietary supplement products that contain salt or sodium and are labeled as
“healthy.” The agency used a database developed by Research Triang_le; |
Institute (RTI) (Ref. 8), which includes detailed information on approximately

3,000 dietary supplement products collected between November 1999 and

February 2000, including information from labels of products purchased from

retail establishments and information taken from mail-order catalogs and

Internet sites. In selecting dietary supplementprdduct‘s,"RTI used the definition

of “dietary supplement” from the Dletary Supplement Health and Educatlon e

Act of 1994 (Public Law 103—417), which 1ncludes among other thlngs
vitamins, minerals, herbs and other botanlcals and amino a(:1ds (section 201(ff)
of the act (21 U.S.C. 321(ff))). RTI included only mformatlon avallable to
consumers at the point-of-sale.

- The RTI sampling procedure was designed toy include the Jmaxinium t
number of different products and different 1ngred1ents which led to a
relatively greater varlety of products than would be representatlve of consurner ,
purchase patterns. In order to get as many products as p0331ble with dlfferent
characteristics, RTI over- sampled health food stores. This led to an over- sample

of herbals and botanicals, which, accordlng to the database are more hkely



to contain sodium. Thus, the design of the survey (e.g., how th‘eproducts} \}rere
sampled) would be likely to lead to an overesti‘mateof the percentage of dietary
supplements that contain sodium. |

FDA recognizes that the RTI databasegcannot be usedtomake prec‘ise,f‘
quantitative estimates of dietary supplement charﬁacteri’stics; nevertheless‘,fin

the absence of other available data, FDA used these data to estimate the

proportion of dietary supplement products that mlght be affected by permlttlng‘ -

the second-tier sodium requirements to take effect for the term “healthy.” FDA
found these data useful as they allow for a conservative estimate of the impact
of the proposed rule on dietary supplement products’; because it is likely tnat |
a smaller proportion of products will be impacted than the proportron
calculated under this assessment, FDA requests comments on this assessment
of dietary supplement products that may contain ?sodium,‘and,,welcomes Aa’ny |
additional available data concernlng dletary supplements T s e
To estimate the proportion of dietary supplement products in thls dataset |
that contain sodium, FDA reviewed the ingredient information in the RTI
database, which includes information on the first 30 ingredients contained in
the products The agency searched for ingredients‘3con;taining either the term
“salt” (sodium chloride), the most common source of sodium in foods, or the
term ° sodlum (e.g., sodium benzoate) This process Woulddwnot have identified |
ingredients contalnmg other sources of sodium (i.e., 1ngred1ents that 1nclude
sodlum -containing components that do not 1nclude sodlum in their name)
FDA identified 133 dletary supplement products in thls dataset (4 percent)
containing the terms “sodium” or “salt’”’ in one or more of the flI‘St 30 k‘ -

ingredients.
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~ To estimate the proportion of dietary supplement products in this dataset
that may contain sodium and also bear a claim for “healthy,”\ FDA reviewed

the database for brand names, product names, and claims on the 133 dietary

supplement products. The agency found lproduct with theterm “health”ln T

the brand name, 1 product with the term “health” in the product name and

also in the product claim, and 32 products with claims Contaiﬁing the terrﬁs o

“health” or “healthy.” Most of the claims on the products were structure/

function claims under 21 CFR 101.93(f) (e.g., “Helps promote bone health”)
or health claims under 21 CFR 101.14 (e.g., “E‘noﬁgh célci,ﬁm helps mai”ritéih
- good bone health and reduce the risk of osteoporosis”); such claims would
not be considered ‘“‘healthy” claims under § 101.6v5(d).' FDAidi‘d, hdwever,
identify 11 products in this dataset (0.4 percent) b:ea‘ri‘ng\“heal‘t‘hy’q’”t‘jl'aims o
under § 101.65(d) either as part of the brand or product nan:ieioi‘ és a separéte
claim on the product (Ref. 8). Since this dataéet\,oVer-sampléd products that
are more likely to contain sodium, it is likely that less than one percent of
dietary supplement products would potentially bé affected by 'r}equ'iringy '
individual foods bearing the claim “healthy” to meet the proposed, second-
tier sodium requirement. - B

In addition to the relati‘vely“ sinall ’pkro‘portio‘n of diétary sﬁpplement
products overall that contain sodium and bear “%héalfﬁy"’ clanns,judgmg from : a
our sample of 11 products in this dataset, the amqﬁnt of sodium contaiﬁed: )
in these dietary supplement products is probably’;qui’te limited for a variétjf"’
of reasons. Since ingredients are listed on product labels in descending order

of predominance by weight (21 CFR 101.4), the amount of sodlumln dletary

supplement products is likely to be small because the sodium-containing =

ingredients tend to be minor ingrédients (Ref. 8). Furthermore, dietary '
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supplement products tend to have s{nj’all servmgsnzes (e:g.’, plllscapsules | '

packets, teaspoons).

In addition, only a small proportlon of most SOCllUIIl -containing dletary S

supplement 1ngred1ents is actually sodium. For example salt (sodium chlorlde)“
is the ingredient with the highest proportion of sodium, about 40 percent. The
agency calculated the percentage of sodium for the other S‘od‘iurﬂn—COntainiﬁ‘g

ingredients about which the agency had sufficient 1nformatlon, and theseother B

ingredients contain a significantly smaller proportion of sodium, varying from

around 12 to 27 percent (Ref. 8). Thus, dietary supplements are likelyto =~

contain limited amounts of sodium because the sodium- contalmng lngredlents

themselves contain limited amounts of sodium.

An example may help to illustrate how the two factors discussed work

in tandem to limit the amount of sodium in dietary supplement products. Only -

one of the 11 products bearing a healthy claim llsted salt as an 1ngred1ent
This product lists salt as the 14th 1ngredlent in order of predommance Thus
the amount of sodium in that particular d1etary supplement product is llkely
to be small since it is only 40 percent of a very minor 1ngred1ent | |
Also, unlike conventional food products that ;useﬁ s,alt to improve taste,
dietary supplement products are taken to supplerpnent the chet end' are not |
generally consumed for their taste. Most dietary supplement products are in
pill, tablet, or capsule form (Ref. 8) and are swallowed without chewmg ‘

Therefore, since taste is not a factor for most of these products rnanufacturers

selecting ingredients for thelr dietary supplement products can easﬂy av01d S

sodium-containing 1ngred1ents if they are trying to lnnlt the sodlum content |

in order to make ‘“‘healthy” claims.
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Thus, given the foregoing information and observations based on the RTI
data sample, FDA does not ant1c1pate that the sodlum content of dietary
supplement products will have an impact on thelr ablhty to quahfy for
“healthy” claims. Furthermore, the agency received no comments to the
ANPRM from dietary supplement Inanufacturers indicet,i,ng that dietary
supplement products currently making “‘healthryy’, " claims WOuld be affected. .
Thus, FDA does not believe that changing the sodium content requirement for
individual foods bearing “healthy” claims will advers’elyy affect dietary |
supplement manufacturers Wis’hying to make suc‘h‘c]aims; Theagency requests '

comments on whether its assessment regardmg dletary supplement products

is accurate and whether or not the availability of dletary supplement products -

bearing a “healthy” claim would be adversely affected by this rulemaking. NFDA" R

requests specific information on such products, 1nclud1ng the numbers and
types of products affected, the current level of sodlum in the products and

the types of “healthy” claims that are being made.

C. Meal and Main Dish Products

For purposes of this section, meal and main dish products, whichare
defined separately in § 101.13(1) and (m), will be considered together. This is
consistent with earlier treatment in the proposed fule,‘the final rule;'the pertial

stays, and the ANPRM.

- To assess the status of meal and main dish’ products; the agency separated
the data on meal and main dish products frorn the data on othelj products 1n B
the marketplace data analysis. When determining' the number of products and
brands that fall within the meal and main dish category, the agency ineluded
chili with meal or main dish products. In performing this assessment, the o

agency considered three categories: (1) Frozen meals and main dishes, (2)
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refrigerated and shelf-stable meals and mai‘n dishes and’”(B\) chili. FDA' o
identified 148 meal and main dish products labeled “healthy” among 10
brands in the IRI analy51s (Ref 2) The 1997 FLAPS d1d not 1dent1fy any meals |
or main dishes that used a “healthy clalm but were not from a “healthy -
brand (Ref. 4). |

The petitioner stated that a number of “healthy” meal and main dish
products would “disappear” if the second-tier sodium levels were to take effect
~for meal and main dish prOduCts. The petitioner further lndlcated that it Would |
not be able to produce many meal or main dish pfoducts tha”t meet the se’cond-- ,
tier sodmm level and that are palatable The petltloner also commented that
some Welght control meal and main dlSh products are substantlally hlgher in o
sodium than the second-tier level established ,for,f‘healthy meal and main
dish products. |

The petitioner provided the agency with dataf regarding how the cnrrent
first-tier sodium levels for the ,“healthy” definiti’on aidthe Consumer in
achieving a diet that is consis‘tent with dietary guidelines. ,Th”e data included
a sample menu of an average adult’s daily consumpt‘ion of “healthy”
individual foods and meal and main dish products at"the current firet—tier .
sodium levels (Ref. 9). The sample menu demonstrated that ,an,adult using: |
“healthy” as a guidepost could obtain a diet With,;a sodium level,clogse to the

recommended daily sodium intake (Ref. 1).

In contrast, another comment supported perm1tt1ng the second t1er sodlum",: R o

level for “healthy” meal and main dish products to take effect and clalmed
that the lower sodium level is attainable. However, that comment did not come
from a firm that produces *healthy”” meal or main dish products. In add1tlon |

the comment did not provide any ba31s for concluding that a reasonable
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number of “healthy” meal and main dish p‘roduCt:‘SLWi)uld remain in the

‘marketplace if the second-tier sodium levels were to take effect formealand

main dish products.

Based on the marketplace data analysis, the a)gency"found ‘tha”t there wﬁere
a hmlted number of “healthy”” meal and main dlSh products that met the |
current flrst tier sodium level. The agency further found a general declme in
the number of meal and main dlshproductsavallable in 1999 compared to

1993 (Ref. ’2).

The number of “healthy” frozen meals and main dishes decreased from
177 products in 1993 to 119 products i in 1999. Durlng 1993 through 1999 272
“healthy” frozen meal and main dish products were placed on the market, w1th
less than half surv,lvmg until 1999. Similarly, the number of "healthy frozen .
meal or main dish product brands has also decreased. In 1993, there Were "hine
“healthy” brands available, and only six brands remained in 1999. |

The number of “‘healthy” shelf-stable or refrigerated mealand main dlSh
products also has decreased, with 23 products avallableln 1993 andonly 11 B
products in 1999 (Ref. 2). During 1993 through 1€l99, 33 “healthy” shelf—stable
and refrigerated meals and main dish products were introduced into the o
‘market, with only 30 percent of those products surviving in 1999. Thenumber |
‘of brands marketing a “healthy” shelf-stable or refrigerated meal or main dlSh N
product has dropped slightly, with five brands available in 1993, and four
brands in 1999. Only “healthy” chili products havemcreasedlnnumberfrom
10 in 1993 to 18 in 1999, and from 1 to 2 brands in that same timeframe.

Overall, the number of available meal and main dish products (including
frozen, shelf-stable, refrigerated, and ch111 products) decreased by 30 percent

from 210 products in 1993 to 148 products in 1999 (Ref 2] ThlS appears to -



“indicate that providing consumers with a palatable “healthy"{ " :product at the |
current, first-tier sodium level is difficult.

The limited number of “‘healthy” meal and miailn’dish,products affectsi |
FDA’s goal to provide a definition for ,‘lc‘khealthy” that permits consumers access
- to a reasonable number of products that bear the ‘c;‘h‘eal\thy"" claim. If FDA were

“to allow the second-tier sodium level for “healthy” 'meal and main dlsh
products to take effect, there would likely be an even greater reduction in the
number of available"l‘healthy meal and main dlsh products in the o
marketplace. Furthermore, some manufacturers of “healthy” meal and mam
dish products might choose to limit only fat or calorle levels and change to

“lean,” “low calorie,” or “low fat” clalms Although those clarms do prov1de , |
~some assistance to consumers who are trying to construct adlet constst\entz w1th c
dietary guidelines, there are additional nutritional benef"its‘in‘products bearing

a “healthy” claim. “‘Healthy”’ meal and main dlsh products, in add1tlon to
meeting the sodium limit, also meet the definition of “low” for fat and
~saturated fat; contain no more than 90 mg of cholesterol per serving size, 'a‘nd
contain at least 10 percent of the RDI or dally reference Value per serving 51ze
of two (for main dish products) or three (for meal products) of the followmg
nutrients: Vitamin A, vitamin C, calcium, iron, protein, and frber (§ 101.65(d)).

Moreover, FDA finds the petitioner’s comment that a number of meal and |

“main dish products would “disappear” to be ,pers;uasive because the“_peti_tioner
is one of only a few manufacturers currently producing “healthy” meal and
main dish products. The marketplace data analysi‘s for “healthy” meal and k,

main dish products and brands showed that there were a llmlted number of

“healthy” meal and main dish manufacturers w1th one manufacturer

producing most of the “healthy” meal and main drsh products In 1999 most
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of the meal and main dish products available were frozen dinners and entrées -
There were only 6 “healthy” brands of frozen meal and main drsh produc:ts
and 5 of the brands comprised only 16 percent of the products avallable (Ref
2). The remaining 84 percent of “‘healthy’” meal and‘ main dish products were
manufactured by the petitioner. Between 1993and ,199”9‘,therefwere 10 brahds |
marketed by firms other than the petitioner. Five hrands that were availahfei
for sale in 1993 had completely disappeared from the market by 1999; two -
brands had significantly fewer products for sale; two brands that were not
available in 1993 offered only a few products in 1999; and one brand had i’nore |

products for sale in 1999 than in 1993. The pveti‘tio‘nyer also had more “healthy”

products for sale in 1999 than in 1993. Con51der1ngthepetltloner’s expertlse o

in the “healthy” frozen meal and main dish market, and the trends seen in
the marketplace, FDA believes that the petitioner raised vahd concerns about

the second-tier sochum level for meal and main drsh produots

- Furthermore, the sodium content of the sample menu provided by the
petitioner in support of retalnlng the first-tier sodlum levels is close to the - |
recommended daily sodium intake set forth in the dletary gmdehnes (Ref 9)
FDA believes that minor adjustments, such as the lower sodium level the
agency is proposing for “healthy” individual foods, would be sufficient th
bring such a menu within dietary guldehnes k |

The 1997 FLAPS data (Ref. 4) did not Contam any addltronal “healthy” o
claims for meal and main dish products that were not already 1dent1f1ed in
the marketplace data analysls. This further supports the contention that there
are a limited number of‘-‘healthy”’ meal and m'ainjdviVSh productsm the “

- marketplace..
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Meal and main dish products make a majorwcontrihution:t,o the total dally
diet, and FDA believes that sodium requirements :for th‘ese 'produ(:ts should

reflect this contribution, while remaining consistent with current dietary -

guidelines. For example, under §101.13(1), ameallsdefmedas Wﬁe‘igh’ing‘at B "

least 10 oz per labeled serving and containing not less than three—éo g portions
of food, or combinations of foods, from two or more of the four food gronps:
(1) Bread, cereal, rice, and pasta; (2) fruitsand,veg:etahles;(3]4rnillk,: yogurt
“and cheese; and (4) meat, poultry, fish, dry beans, e‘ggﬁs’; and nuts. Under,the
first-tier sodium requirement, a ‘‘healthy” meal must fall within the 600 mg
sodium level per serving size of not less than 10 oz (282 g), or approximately
2.1 mg sodium per g of food. A “healthy” main dish, under §101.13(m), must
contain not less than 40 g of food, or combinatio‘ns'of foods, from each of at
least two of the four food groups, and must contain 600 mg or less sodiunr
per serving size of 6 0z (170 g), or apprOXimately& 35 Ingsodlum per gof food p |
By contrast, the first-tier sodium level for “healthy” meal and main di;sh,_
products is more stringent than the sodium level of a meal consisting of |

“healthy” individual foods at the second-tier sodium level For example both "

fresh or frozen vegetables and cooked fish/ shellflsh have reference amounts ‘
of 85 g (§101.12(b), table 2, “Vegetables: All other vegetables without sauoe:
fresh, canned, or frozen” and ‘‘Fish, Shellfish, Game Meats, and Meat or o
Poultry Substitutes: Entrees without sauce, e.g., p]aln or frled fish and |
shellfish, fish and shellfish cake”). Prepared frled potatoes have a reference

amount of 70 8 (§ 101.12(b), table 2 “Potatoes and Sweet Potatoes/Yams

French fries, hash browns, skins, or pancakes ). Under the second-trer s,odium, o

definition of “healthy,” individual foods are hmrted to 360 mg sodlum per

‘ reference amount and per serving size. The sodlum ]evels under these o
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requirements would be approxrmately 4.2 mg sodlum per g of frsh or vegetables_, ' B

and approximately 5.1 mg sodium per g of potato These levels are more than lv |
200 percent higher than the sodrum level that “healthy meals are requrred

to meet at the first-tier sodium level (2.1 mg sodlum per g of food) and 120
percent higher than the first-tier sodium level for * healthy maln dish products
(3.5 mg sodium per g of food). These examples de;morlpst\rate‘ that ,the flrst—tler | .
sodium level for “*healthy” meal and main dish products is already more :
stringent than the second-tier sodrum level proposed for “healthy” indwldual

foods typically included in such meals and main dishes.

Furthermore, the first-tier sodium level proposed for “healthy” meal and
main dish products is proportlonate to and adequately reflects thelr |
contribution to the total daily diet while remaining conslstent'with current |
dietary guideline‘s. If each meal or main dish product has a rnax1mum of 600
mg sodium and if one meal or main dish product lislconsu;rned at each of thre‘ei o
meals during a typical day, then this accounts foyria'totall'lOf TVVS'OO‘rng 'SOdiurn
from meal and main dish products. This is con51stent w1th prevrous agency
assumptions that dally food consumption patterns mclude three mealsanda
snack with about 25 percent of the daily 1ntake contrlbuted by each (final rule B
on nutrient content claims (58 FR 2302 at 2380, ]anuary 6 1:993)]. The 1, 800
mg sodium level is well below the suggested 2, 400 mg recommendatmn (Ref

1) and allows for flexibility in the rest of the daily diet (ie., the snack).
A number of comments to the ANPRM addressed whether thereisan
acceptable salt substitute that could be used toreplaCe salt in meal and mam o

dish products. Most of those comments 1nd1cated that currently it is not

technologically feasrble to manufacture a “healthy” meal or maln dlsh product o

that uses a salt substltute to help meet the second- t1er sodrum level Many .
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flavor manufacturers stated that although they have been Working towards a

flavor profile to replicate salt, an acceptable salt substitute is not yet available. =

The comments stated that some of the salt substltutes currently ket\fyailéblek’ are
ammonium salt and potassium chloride. The ‘cyoxtnj‘ments ﬁ,‘;rthyer stated that B
these are not effective salt substitutes ,b,ecause“they leéve‘ an off or bitter‘
aftertaste and require a masking of that aftelttaste that is not alwayS succeséful. )
One flavor manufacturer asserted that it is not necessary to change the Sodium v
requirements for the definition of ‘“healthy” because this manufacturer had
created a salt substitute that is acceptable for use in most processed foods.; :
However, the petitioner described working Withtjhat manufabturer and usi?ng’
that salt substitute to try to reduce sodium in their products (e.g., frozen |
entrées) without success. , | |

It appears that technological advances have ’n‘;ot:yyet yielded an agceptaible ‘
salt substitute that would allow m’eayl énd ,’ma‘in\ dlSh productsto meet thé o
second-tier sodium level for the definition of ‘f‘heiji:lthy.”‘ ;Ftirth’e’rmo:re, thve’ : |
second-tier sodium levels have been stayed several times to give manufacttlrers
more time to develop alternatives. Because of the apparent difficulty of
producing an acceptable salt substitute, FDA is no longer convmced that o
providing additional time will lead to the ,,de&valopment in the near future of
a salt substitute that is acceptable to manufaCtutet‘s and palatable to cohs’ufme‘r’s.‘

FDA tentatively concludes that the first-tiéfbedium level for meal and
main dish products allows a “healthy” definitibﬂ”that is neither too strictly
nor too broadly defined. The first-tier sodium level wﬂl allow consumersto
meet current ‘dietary guideiinés for Sodium,intakei’wyhivley,stilul“mainytainihg’, ‘
flexibility in the diet. Additionally, the agency believes that by retaining the

first-tier sodium level, a reasonable number of “healthy” meal and main dlsh |



products will remain available to consumers. Therefore, the agency has
tentatively concluded that the,currenf first-tier leuel of 600 mg sodiurn per
serving size should be retained as the sodium criterion for ‘‘healthy” meal and
main dish products.k Accordingly, t‘h’eﬁagenéy is 'jjfopeé'ing‘“t’a”e]i’rninate the' -
second-tier sodium level of 480 mg for meal and main dISh products and to

make the first-tier sodium level permanent for those products

D. Conclusion

FDA is proposing to permit the previously-established, second-tier sodium
level to take effect for “‘healthy” individual foods iand to retain the fii‘st-tiefrf |
sodium level for “healthy” meal and main diéh‘pfoducts. FDA believes that
this combination of actions 1snecessary to prov1de for a reasonable number -
of “healthy” products in the marketplace. Themarket’place data analysis
indicated that the number of “healthy” individual foods has been increasing‘

while the number of “‘healthy’”” meal and main dlSh products has been

decreasing. Further the first- tler sodium level for “healthy” Ineal and maln B

dish products provides a lower sodium intake than the amount that would

be consumed if a meal or main dish product ConS‘is'ted of “healthy’ “individual =

“foods at the second-tier sodium level. The ,agency‘ﬂbe]ie’ves th',’atﬂ the pr0posed
sodium requirements represent levels that are achlevable by manufacturers but
sufficiently restrictive to provide consumers with a meanlngful deﬁmtlon of

the term “‘healthy” that will assist them in constructing a diet consistent Wlth

dietary guidelines. Thus, FDA tentatively 'Conclu(’ijes’"that'th’é second-tier

sodium level is appropriate for individual foods, and,the f_ii“s"t'-‘tiver sodium ‘I’evel ‘

is appropriate for “‘healthy” meal and main dish products.
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E. Clarjﬁcdtioh -

 To clarify the scope of implied nutrient content claims under §101.65(d),
FDA is modifying § 101.65(d)(1) to specify that a elaim,that fsuggests that a
food, because of its nutrient content, may be useful in malntammg healthy
dietary practices, is an implied nutrient content Clalm if it is made in
connection with either an explicit or implied claim or statement about a
nutrient. This change nta‘kes the regulatory textcensistent with the preamble
discussions in both the proposed and final rules (58 FR 2944 at 2945, ']aﬁu%ry'
6, 1993; 59 FR 24232 at 24235, May 10, 1994), where FDA made clear that |

claims made in association with an implied claim or statement about a nutrient

would be covered by the regulation. Thus, the reghlatiorl now states thataf o
claim that suggests that a food, because of its nutriient content, may ‘help |
consumers maintain healthy dietary practices, is an implied nutrient content
claim if it is made in connection with an explicit or implicit claim or ‘stat‘ernent o

about a nutrient.

F. Plain Language

By January 1, 1999, Federal agencies were to hse‘plainlahguage 1n all
proposed and final rulemaking documents published in the Federal Register
(Ref. 10). FDA is therefore,propdsing'to' Tevise the:format, in §f10'1‘.6‘5(d) for
all nutrient requirements for the term ‘“‘healthy.” ’il‘he'codi‘fi’ed \“langUage is
Currently in a text-based format. FDA is proposmg a summary table format |
This new format should aid the reader in comprehending and followmg these
regulations.

Flnally, FDA is proposmg several mrnor Changes in the wordlng of
§101.65(d) to make the regulatlon more concise and easier to understand ,

These changes are not intended to affect the meaning of the,regulatlon. '
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IV. Environmental Impact
The agency tentatively concludes under 21 CFR 25.30(K) that this action
is of a type that does not individually or cumulatively have a significant effect
on the human environment. Therefore, neither an environmental assessment

nor an environmental impact statement is required.
V. Analysis of Economic Impacts

A. Preliminary Regulatory Im pact Ana]ysis

FDA has examined the economic impacts of the proposed rule under
- Executive Order 12866. Executive Order 12866 dlrects agenmes to assess a]l
costs and benefits of avallable regulatory alternatlves and when regulatlon is

necessary, to select regulatory approaches that maxmnze S net benefits

(including potential economic, environmental, pubho health, public safety, and

other advantages; distributive 11npaots and equlty) Exeoutlve Order 12866 |
classifies a rule as significant if it meets any one of a number, of specified
conditions, including: Having an annual effect on the economy of $100 million
or adversely affecting in a material way a sector of the economy, conipetition,'
or jobs. A regulation is also considered a significant regulatory action if it raises
novel legal or policy issues. The Office of Management and Budget has
determined that this proposed rule is a signifioanf‘rééﬁ]a{ory"ao‘tion'under# o

Executive Order 12866, although it is not economically significant.

Section 202(a) of the Unfunded Mandates Reforrn Ac’r o‘f"“19"95” (PUblioffaW\ [

104—-4) requires that agencies prepare a written statement of an’uelpated costs )
and benefits before proposing any rule that may result in an expenditure by
State, local, and tribal governments, in the aggregate, or by the private sector,

of $100 million in any one year (adjusted annually for i‘nﬂation). This pr‘o_p?osed:
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rule is not expected to result in any 1-year expendlture that would exceed $100, o

million, ad]usted for 1nﬂat10n The Current 1nﬂat10n ad usted statutory

threshold is $115 million.

1. The Need for Regulation

To bear the term “healthy,"" produets'must net exCeéd e'stébli”shed'léi}éls "
for fat, saturated fat, cholesterol, and sodium. The ex1st1ng regulatlon states |
that meals and main dishes, as defined in § 101. 13(1) and (m) respectlvely, |
must have sodium levels no hlgher than 600 mg per serving size (usually the
entire meal) in the first-tier ce,mplianc:e peried, ‘and sodium I’evels no h‘i'gher‘
than 480 mg per serving size in the second-tier cojmplienee penod,whlch was N
originally scheduled to begin on January 1, 1998. The regﬂtll‘atien aleo statee
that ““healthy” foods other than meals and main dlshes must have sodlum

levels no hlgher than 480 mg per reference amount in the flrst tler comphance | |

period, and sodium levels no higher than the second-tier 360 mg per serving

- size thereafter. The agency initially stayed the secondtlersodmm levels unt11
January 1, 2000 (62 FR 15390, April 1, 1997). FDA has éinee'extended the |
stay twice: First until January 1, 2003 (’64 FR 12886), and morerecently untll o
January 1, 2006 (67 FR 30795’,"Meyv8; 2002). ‘
In December 1996, ConAgra petitioned FDA to eliminate the second-tier,
lower sodium levels. The petitioner claimed thatthese levels weretoo di‘fficult‘ -
to meet, and therefore would force the removal fromthemarketofmany |
products that were still healthy and contained less sodium than their ,d,ireét
competitors. | i
This proposal modifies the definition of the term healthy in only one

respect: It makes the first-tier sodium level of 600 mg permanent for meals
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and main dishes. “Healthy” individual foods Still: would have to comply with

the second-tier limit of 360 mg per serving once that limit goes into effect.

2. Regulatory Options | o

FDA identified several options,in the ANPRM: (1) Makel_no change to the
current rule, i.e. allow the second-tier,sodium leyels to go into effect; (2) arnend
the definition of “‘healthy” as requested in the petltlon i.e. eliminate the
second-tier sodium levels; (3) continue the stay to glVB producers t1me to o
develop technological alternatives to sodium; or (4) consider different "seccs‘nd-

tier sodium limits. Analyzing probable technological change (option 3) is :

- beyond the scope of this analysis; innovation is very difficult to predict. FDA

views any technological change as mitigating the‘ieventual co‘st of thlS rule, -
- but requests comments as to how to quantify this effect. |
Also, analyzing alternative second-tier sodium limits in terms of net
- benefits (option 4) is not feaSIble in this analysrs The optunum sodium level
for individual foods, meals, and main dlshes balances the health beneflts of
limiting sodium intake with the cost to mdustry and of makmg food product
preparation more compllcated and the cost to consum’ers of limiting product '
choice. In the analysis that follows, we argue that the flrst tler sodium level
strikes that balance better than the second tier level for meals and ma1n d1shes,
but that the second-tier level strikes the balance better for ‘mdlvrdual foods ‘
Other sodium levels may perform well in this type of analyms but FDA has |
no way of differentiating health effects or manufacturing costs due to marglnal -
differences in the allowable sodium content of healthy food products. | :
‘Therefore,’ the options we consider for this analySis are option 1 (allovlr

second-tier levels to take effect) 'andoption 2 (eliIninate second;tier levelsl,
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split into separate categories for individual foods (2a) and meals and main

dishes (2b). The proposed rule would adopt 2b, but not 2a. |

1. Implement the current rule Without medifilcatien ‘Whi'ch wenld make
the second-tier sodium levels effective on January 1, 2006 »

2a. Amend the current rule adopting as permanent the flI‘St tier sodlum:' | |
level for all or specific ‘fhealthy” individual food‘s‘.k - |

2b. Amend the current rukle,h adopting as permanent the first-tier sodium
level for “healthy” meals and VInain (‘:‘lishesk': B

2c. Amend the current rule, adoptlng as permanent the first- tler sodlum' -
levels for “healthy” meals and main dishes and for all or spemflc |

“healthy” indi_vi,dua] foods.

The “baseline” in this case is the current rule or option 1, so the benefits

of the other options are the refermulation, rebranding, and relebeling eosts?

avoided by retaining the first-tier sodium centent iequirements for individual
foods or meals and main dishes. The cost of the other options is the negatlve o
- health impact due to a net increase in sodium in‘tekevn’nder’ options 2a, 2b, -
and 2c. | |

Option 2a: Retain the F11'st-Tzer Sod1um Leve] for Ind1v1dua] “Hea]thy’

Foods FDA Con31ders the current rule’s second tler sochum leve] for “hea]thy”“ B

appropriate for individual foods. Although this analySIS does not quantify i in
detail the net benefit assomated with lower sodlum levels 1n food the eosts |
- associated with option 2a in all hkehhood outwelgh the beneflts The agency

does not have the information necessary to calculate the effects on the market ‘

of the 870 foods that use a “healthy” Clalm but FDA invites comments e e

regarding how to quantify the qualitative effects summarized here.

Benefits of Option 2a. The benefits are the"i‘efhrnin]"aﬁon,'febfandingf;‘end‘ o

relabeling costs avoided by manufacturers if they do not have to modify their
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products to meet the second-tier sodium level for individual foods.Inthe

market analysis, FDA identified 870 individual food productsamongﬁgbrands o

- that make a “healthy” c]airn (Ref. 2). The FLAPS s"urv'eyk also identified se\}erel -

additional individual foods that make a ‘‘healthy” claim but are not from a

“healthy” brand (Ref. 4). However, according to the comments on the ANPRM B

‘and subsequent analhysis by FDA, only 3 of the over‘80 food ’product categories N
would have material trouble meetlng the second-tier * healthy sodium level:
Soups, cheeses, and meats (primarily frankfurters and ham) Of the three food :
product categories that FDA tentatively concludes are _1mpacted by this opt1on,
sodium levels for “healthy” meats are regulated by USDA:ka’nd’ there'fore?ere o
not part of this analysis. Discussions on cheese and soup categories fOH‘OWT.':
Other individual foods in ofher categories may have costs associated with

meeting the second-tier sodium level, but FDA has no i‘nforr‘natio’n concerning |

costs for those other individual foods. FDA invites comments on the costs that

may be incurred by other ““healthy” individual foods mcludlng dletary
supplements, in meeting the second-tier sodium level.

Cheese. Reformulating cheeses to meet the s’econd-tier sodlum level w,jould ‘
~be difficult. However, FDA believes that, as of May 2001, every “healthy»" ’ N
cheese product had already been taken off the market. FDA identified 32
“healthy” cheeses, under one brand, on the r_narket in _1,99'(9;;ec”cor‘ding"'to the

marketplace data analysis (Ref. 2). In an informal telephone1nqu1ry, FDA

confirmed that by May 2001, there were no longer "“h'ealthy"“’ cheeses produced o

under this brand (Ref“5)’

Having no products to analyze prevents FDA from performlng a detalled

- analysis of the potential impact of the second-tier sodium level on cheese.

“Healthy” cheeses could have been taken off the market for several reasons.
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First, an aspect of the product unrelated to sodium 'cbn“t(ént (,Q-S-ZIOW?T fat
requirements) oould have been responsible for loyv product demand If So’i
option 2a would not lead to any societal benefits through ihﬂUencingthe ’;
market for cheese. Second, flrms may not be able to create an acceptable
“healthy” cheese product even under the first-tier sodium level for 1nd1v1dual
foods. This means that there Would be no cost or beneflt dlfference between
the first and second tiers of sodium content. Thlrd if “healthy” cheeses were
taken off the market in anticipation of bemg unable to oomply Wlth the second-‘
tier sodium level, adopting optlon 2a would probably eneourageproducers to
re-introduce ‘‘healthy” cheese products. B |

In this case, FDA believes it likely that sodium content was not the
primary factor in the decision to take “healthy” cheeses off the market. Many
light mozzarella cheeses currently have a sOd'itim"conteht lower than seeoﬁd-” |
tier sodium levels—between 167 and 357 mg per 50 g serving in our examples
from Washington, DC -area grocery stores (Ref 5)-——and the “healthy versmn
of this cheese was among the most popular sellers among all “healthy” Cheeses

but was still pulled from the market (Ref 2)

Soups. Costs associated with the current rule, and therefore benefits Of |

avoiding these costs under option 2a, would be small for soups: “Healthy”

soups had about a 7 percent market share by sales in 1999, but a major ~ *
- producer of “healthy”” soups supports the second-tier sodium level; this is :
- persuasive evidence that the private benefits to producers of preserving
“healthy” as a high-quality health sighal ca'n be as valuable as the priyate Cost B “ |
of reformulation. This producer states in its comments to the ANPRM that

for most major varieties of its brand of ‘healthy” soup, it was able to achleve
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taste parlty under the second tier sodrum level However another ma]or soup‘
producer does not support the second tier level | e -

Costs of Option 2a. The prmcrpal costs of this option;areall assocrated -
with the deterioration of “healthy” as a signal of a truly healthy individual
food. | . | | |

Based on the comments to the ANPRM, o\‘;ér“"g'()“p‘ercent ”of "‘healthy’;
1nd1v1dual foods could meet the second tier sodlum hmlt w1thout materral_‘w |
adverse changes in taste or texture Cheeses and soups represent asmall
percentage of all “healthy” individual foods. Retaining the :f%rstftler?odme
level for all individual foods would"diminish the effeCtiVeness Of the “healthy”
- low sodium signal substantially, compared to the current rule, Alternatlvely,
if FDA retained the first-tier “healthy” sodium level only for soups and
cheeses, FDA beheves this 1nconsrstency would also drmmlsh the usefulness V

of the term “healthy” as a low sodlum signal.

In addition, the current‘an‘d proposed rule’s seCOnd—tier level for
individual foods is more Con31stent with the “healthy” deflmtron for meals '
and main dishes. As explained in detall in sectlon I of thls document the

first-tier sodium level for Combm,atmnﬂs.qfﬂv healthy individual foods allows

significantly more sodium than When those same foods are combined into S

, ,meals and main dlshes “Healthy” meal and mam dlSh products must contam !
at least two noncondlment food groups and Stlll can only contain 600 mg -
sodium per meal or main dlsh under the flI’St tler sodlum level In contrast

two “healthy” individual foods comblned Alnexac,tly the same way could o
contain 720 mg sodium under the stayed seCOnd—tier leyel and up to 960 mg
sodium under option 2a, or 40 percent of the RDI The current and proposed

rule’s second-tier level for 1nd1v1dual foods is falrly con51stent wrth the meal
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and main dish first-tier sodium level, but the first-tier dlfference of up to 360

mg sodium between a meal and two 1nd1v1dual foods is substantlal and could

have a health effect if consumers are using “healthy 5peo1flcally as a low

sodium signal. FDA believes this inoon,sistenoy' in the labeling claim “healthy’”‘

could lead to higher sodium intake, if the first-tier sodium level were to remain

in effect for 1nd1v1dual foods

FDA believes that the major cost of optlon Za is the 1ncreased health I‘lSk
caused by higher sodium intake due to retalnlng the hlgher flrst tier sodlum

level for individual foods FDA further heheves that the costs of this. optlon

outweigh the benefits of adopting as permanent ‘the ‘fl‘rst-wtrer‘ sgdmm lylmlt,,rfor o
all or particular individual foods. \ ‘

Option 2b: Retain the Fi’I‘St-,TferlSodium, Level for Meals and Main Dishes
( the Proposed Rule). ‘ PR |

Costs of Option 2b. The cost of this optlon as in optlon 2a for 1nd1v1dual

foods, is the increased health risk due k_t,oth,lgher sodium intake. However, FDA

finds that adopting option 2b will not significantly affect the average amount

of sodium consumed in an overall diet. The net increase in sodium intake

under the proposed rule is insubstantial even under the most favorable

assumptions of the effects of the current rule. Under some plausible scenariOS
the average amount of sodium consumed could remaln the same or aotually

increase if the current rule were 1mplemented wrthout amendment

In the original analySIS of the regulatlon deflnlng the “healthy” 'clalm FDA
referred to the many benefits of 1mproved nutrltlon labehng, 1nclud1ng
decreased rates of cancer, coronary heart disease, obesity, hypertensmn and

allergic reactions to food FDA also conSIdered “healthy claims an 1mportant

contributor to the $4 4 bllhon to $26.5 bllhon beneflt of nnproved food labels
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over the 20 years following the rule (59FR24232 at24247 and 24248). Several
" comments on the 1997 ANPRM‘expressed concern that “healthy” claims at
the first-tier sodium level may undermlne consumer attempts to improve thelr |
diets and health, as these meals are not truly healthy An inaccurate ° healthy

claim is not a useful signal that a product is 1ndeed, healthy.y

In order to get a rough estimate of the difference in sodium intake between

the current and proposed rule, we took a sample of 106 frozen meals and main

dishes from a Washington, DC area grocery store (Ref 5). ”Thea'gency belie\}es B

this sample is reasonably representative of the U S prepared dlnner market

although it may not encompass all meal and main dlSh chorces avallable

nationwide. We also tested these results with a yseg:qnd,,W?btbased sample (Ref o
5 | , ,
According to the Washington, DC grocery store sample the Current market'ﬁ':”‘ B
for meals and main dishes can be characterized as havmg three segments The
first is the bargain segment, w1th two or three producers that offer basic _me_als,
usually priced from $1 to $1.50 lower than the average product on the marliet.
The second segment, or ‘‘normal”’ market, also has two or three major
producers, with prices ranging from slightly lower to the same as the health-
positioned goods in the third segment. Products lnthesecondsegment 'a'pp‘ear' (’
to compete mainly on taste or price rather than health attributes, although such

products sometlmes make health related or dtetary clarms (e g “low- fat”) ‘The

third segment is the “claims” segment wh1ch 1ncludes the “healthy” branded B ’. »k

products low- fat products and more expenswe speCIalty dlshes such as

organic goods. Many of these products promlnently dlsplay fat and calorre

information on the front of the package; thesebrands clearly use,nutrltlonal_

content as a marketing tool.
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According to our analysis (Ref. 5), the ‘healthy” brandedgoodshavethe S

lowest average sodium content among t'he"‘claims”kb‘rands and the Iow'eSt:
average sodium content on the market. On 'average‘, they ha\}e 42 mg less |
‘sodium per meal than their next lowest éampetitaf‘; Bbth the “hea]thy” '
branded goods and their main competitor that does not make “hea]thy” clalms .
have average sodium levels under the first-tier limit of 600 mg for meals and |

main dishes.

We explore several possible consumer and producer responses to optlon
2b—retaining the first-tier sodlum level for meals and main d1shes———as
compared to option 1——a]low1ng the second-tier sodlum level to go into effect—— |
in the following scenarios. If FDA adopted optron 1, flrms would respond to
the imposition of the second-tier sodium level for meals and main dishes in ) B
a strategic way. Among the “healthy” brands, proyducers would ‘have"the option
of elther reformulatlng their products to meet the second tier level or :
relabehng their products w1thout the “healthy” clalm or the “healthy” brand
name. The concern here is the consumer response to these actlons o
Reformulated products may be less palatable or more expensive, leadmg to ‘

a loss of market share. Rebranded (or relabeled) products would no longer carry
the “healthy” claim and therefore would not be subject to a sodium limit.
Indeed, several independent comments to the ANPRM expressed concern that
lowering the sodium requirement to the second-itier ;l,évélfcould\encfourage A
consumer to switch to higher sodium alternatives.

The scenarios are sumrnanzed in table 1 of thls document The first
number in each cell is the average amount of sodlum in mg and the second '

‘number in parentheses is the market share for each brand The average sodlum’ |

content amounts of 551 mg, 593 ,mg, 722 mg, and ‘856_mg per meal are the :



result of analysis explained in a technical memo (Ref 5). The “healthy” brandk
has slightly over 9 percent of the total frozen dinner meal market when |
measured by sales volume, and the non—“healthy’? hrand 1 in the “cl'a’imsv”% |
segment of the market has 10.5 percent. Nonfrozen meals and main disheé
including chili, are also important in the overall market ‘but 99 percent of the
sales of the “healthy’ brand and 100 percent of the sales of “claims” _, ‘brandw

2 are in the frozen mealk category. The “other’f brands ‘intabl‘e 1 of this

document represent the normal and bargain market segments previously

described. We assume that the u_three “claims” brands in this analysis area

reasonable approximation to the ‘“‘claims” market segment as prevrously

descrlbed in this document. Each of thelr shares m the total market is d1V1d d,‘

by the sum of the shares of the three brands in the total market, whtch makes

their market shares in the “claims” segment of the_, market ,(.4‘5 +.52 +03) equal

to 1.

TABLE 1.—SODIUM CONSUMPTION SCENARIO ANALYSIS FOR SAMPLE 1 MEALS AND MAIN DISHES

Healthy Brand So- s %Iaums Brz(a&d L s (.‘(.jlaints:“Btaad ri k Other Sod
- odivm m arket odium mg (Market ther Scdium m P :
Scenario dium mga'(garket Shagr;e) Shageg i (Market Share)g Average Sodium mg
(1) Present market 551 (45) 593 (.52) 722 (.03) 856 (0) 579
(2) Perfect reformulation (op- | 476 (.45) 593 (.52) 722 {.03) 856 (0) 544
tion 1)
(8) Switch point, random share | 476 (.45 - .142) 593 (.52 + .047) 722 (.03 + .047) 856 (.047) 579
loss (option 1) :
(4) Switch point, equal share 476 (.45-.193) 593 (.52 +.097) 722 (.03 + .097) 856 (0) 579
loss to claims competitors
{option 1)
(5) Reformulation up (option 600 (.45) 593 (.52) 722 (.03) 856 (0) 600
ob) ’
{6a) Combined total response | 480 (.45 - .113) 593 (.52 + .056) 722 {.03 + .056) 856 (0) 566
to option 1.
(6b) Combined total response | 580 (.45 + .04) 593 (52 - .02) 722 (03-.02) 856 (0) 588
to option 2b.
(6) Total effect (6b—6a) k éz V

Since option 1, or not amending the current rule, is the,baseline,'fo‘r o

exploring the effect of optlon 2b the flrst frve scenarlos are desrgned to

demonstrate how different responses to the current rule (optron 1) and the | |
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proposed rule (option Zb) affect the average amount of sodrum consumed

Scenarios 6a and 6b comblne the responses in the prev1ous scenarlos in an S

attempt to capture the total effect of the proposed rule The last row, in the -

last column is the total change in sodrum when comparlng the proposed rule o

(6b) to the optlon 1 (6a) (scenario 6——“total effect”)

~ Scenario 1: The Present Market. The first-tier sodlumlevel applies until

2006, but firms may be trying to prepare for the second tler sodlum level

causing the average amount of sodlum in the “healthy” brand to be lower than
it would be under the proposed rule The average clalms segment meal as

reported in the last column of table 1 of this document contalns 579" mg

sodium, the average “healthy” brand meal contalns 551 mg sodlum and

several “healthy” brand meals inthiSvSﬂmPleaTe under the second.—tlers()dmm o

~level of 480 mg sodium.

Scenario 2: Perfect Reformulation. Under the very optimistic perfect

reformulation assumption, where the “healthy”"manufat:turer ‘could replicate .

every aspect of its product except the sodlum level the sodlum level of the o

‘average “claims” segment meal would decrease to 544 mg (476* 45 + 593* 52

+722*.03) under option 1. The difference betwgen,,,ﬂtlutsmandcthe‘.tcur,r,etnt,tma,r\ket SR

i5 1.5 percent of the RDI of 2400 mg/day.

Scenario 3: Random Loss of Market Share. Some “healthy” brand
consumers may switch to other products if manufacturers of “healthy”
products cannot perfectly reformulate thelr products In thxs scenarlo the |

“healthy” brand loses market share to each of its competltors and to the rest

of the marketv (“‘other” bran,d,s) in equal amounts. If the,tlos,.ys Qf..market Share e

is small, sodium levels will still decline under option 1. However, the average -

sodium level per meal and per main dish would not change if the “healthi’”
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‘product lost 32 percent of its market (14 percent of the “claims” market) under

these assumptions.
* Scenario 4: Loss of Market Share to Claims ‘Co,mpeijtors; Consumers are N
likely to switch from “healthy” products to other * clalms products Slnce

these alternatives have less sodium than the rest of the frozen foods market

the amount of “healthy” business lost that wouldv,stil,l,,leav,eoay;erage sodium

levels lower or unchanged would be higher than in scenario 3 under optlon

1. If the “healthy” product lost 43 percent of its market share (whlch is smaller N

than the 45 percent of their prodncts one_ma]or producer of “healthy” products”

stated the current rule would adversely affect) éqnally to both “claims”

competitors, the average “claims” segment meal’s sodium content would be

unchanged at 579 mg.

Scenario 5: Reformulation Up to First-Tier Limit. Here, we assume that

“only the current belief that the second-tier restrictions will become effective .

discourages the “healthy” productfrom increasing the amount of sodiumnp
to the first-tier limit. Therefore, under the proposed rule every “healthy” meal
and main dish would contain 600 mg of sodlum per meal These meals and
main dishes would no longer be the low sodlum products in the market, but

they would still be the second lowest sodlum products among ma]or producers

with “claims’’ brand 1 shghtly lower The average meal and main dlSh in the o

“claims” market would increase to 600 mg as well Wthh is 21 mg per meal

more than the current amount and 56 mg more than the ,tqtalc under scenario

2, the most optimistic, perfect reformulation total. | |
Scenario 6: Total Effect. Scenario 6, which i‘séscenari‘o Ga"(combined total

response to option 1) subtracted from scenario 6b (combined total response

‘to option Zb) represents the agency 'S estlmate of the total effects of optlon
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2b, which would adopt as permanent the first-tier sodium level for “‘healthy”

meals and main dishes. In scenarios 6a and 6b, we make behavioral

assumptions for both option 1 and option 2b.
Scenario 6a: Combined Total Response to Option 1. Of the “healthy” .
meals and main dishes in this sample, 75 percent are above and 25 percent

are below the second-tier sodium level of 480 mg. If the second-tier sodium

level were to take effect we assume that the meals and main dishes already
below 480 mg (25 percent of the total) would be reformulated up to 480 mg
Based on comments to the ANPRM we assume that 37.5 percent of all |
“healthy” meals and main dishes (one-half of the 75 percent of “healthy
kmeals and main dishes currently above 480 mg) would be reformulated down

to 480 mg of sodium without a loss of taste. An. addltronal 19 percent of all

healthy meals and main dishes (one-fourth of the,,,7“5w percent of “healthy” i

meals and main dishes currently above 480 mg) would be reformulated even

though the reformulation would lead to some loss of taste. The ‘remaini;ng’”:lg

percent of all healthy meals and main dishes (one-fourth of the 75 percent |

of “healthy” meals and main dishes currently above 480 mg) would either have

“healthy” removed from the label or cease bemg produced

The total response of producers to the second trer level of 480 mg would
therefore be: |

* Producers increase the sodrum level to 480 mg for the 25 percent of
“healthy’” meals and main drshes that are currently below 480 mg of sodrum

¢ Producers reduce the.sodlumtlm{el to 480 mg for 56 percent of “healt_hY”
meals and main dishes (37.5 percent with no loss, of taste, 19 percent with

some loss of taste).
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¢ Producers ,ei_ther; drop “healthy” from ’the'lebel or cease produ’oin;g 19

_percent of all “healthy” meals and main dishes. T L

In this scenario, consumers respond to the loss of taste and disappearan‘ce
of products by switching choices within theN‘L‘;clgir;pg,,’;;segmen’t'of the market,

which includes “healthy” and similar meals and main disheev ":'They‘switclgl -

with equal probability to any one of the three brands in the ‘claims” segment

which means that one-third will switch to another * heal_thy product and two-

thirds will switch to non-"healthy” products. The market share lossofthe

“healthy” brand is therefore 25 percent of its mér,kej‘c,dor twofthirds of the 37.5 -
percent of the market that experiences loss of taste, or disappeerance of
products. This is 11.3 percent of the total ‘clarms”marketThe @yerage sodium
intake implied by the market aCtiVity in fhis scenerio underuoption 1is 566 o
mg per meel. | - |
Scenario 6b: Combined Total Response to Option Zb; We,éésume t‘h,éot’
producers will reformulate most, but not all, of kth’e o“healtfhy'” ‘products to the
first-tier limit. We believe producejrs of “heal;_thy”l produots will chooseto :

position themselves as a slightly lower sodium alternative in this market, és

‘they are currently posmoned but reformulate to increase sodmm for taste,

reasons. Because of improved taste, these producers increase thelr market share,, -

by 10 percent under this scenarlo so the average sodmm 1ntake under the

proposed amendment would be 588 mg per meal

The difference between scenarios ﬁ@aand, 6b 1s the best estlmateofthe -

“sodium cost” of the proposed rule, which is only 22 mg per meal.
FDA’s technical memo (Ref. 5) repeats the basw parts'of this analysis for
a second samplé of products pulled from the,oW,ebr sites of a produoer of

“healthy” products and a “claims” segment producer, which we p}erformeﬁd, |
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as a stress test of the first sample conclusions. The result from this sornewhkat
different sample of meal products is quite close to the 22 mg “‘sodium cost”

calculated in scenario 6 of table 1 of this docum,ent., »

According to our analysrs the sodlum increase under optlon 2b, the

proposed rule, would be insubstantial. Almost all studres linking sodium’s

influence on hypertension, coronary heart disease, and stroke consrder the S
effect of a change in sodlum ‘consumption two orders of magmtude larger than
these changes. A 100 mmol (2,300 mg) dlfferenee per day is typlcal in both

clinical and epidemiological studies; these studles do not address the relatlve

dose-response relationship of the small sodrum\mtake dlfferences found i m the

scenarlos Even if the effect were llnear (i.e., even if the health risk assomated,_,m_,‘ S

with the mg change per day in sodlum due to thlS proposed rule were a sunple

percentage of the 2,300 mg risk), the total statls,t,lcal lives saved by

implementing the second-tier sodium level for, me

be less than 1 under the total effects calculatlon in table 1 of this doeument

and in the results. of the second sample (Ref 5). However FDA does not make

this linear assumption. FDA bel1eves that the health effects from thls low level

of sodium increase are negllglble

Benefits of Option 2b. The beneflts of av01d1ng reformulation and

relabeling costs under this option are substantial. As discussed in section®ll.

C of this document, FDA identified 148 meal and_‘ main drsh produc‘ts labeled

“healthy” among 10 brands.

Producers would have to expend resources to reformulate their meals to

meet the second-tier sodium level. Lost market share due to product |

reformulation would not be a net loss, but rather a transfer from one company

to another. Reformulation costs themselves are the lower limit of the cost to
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society of the current rule If producers could reformulate perfectly, wrthout

altering any property other than sodium Content then reformulatlon would be o

the total cost of the rule. But if they could not rephcate the deslrable

characteristics of their product, consumers wouldialso suffer the utility loss

of a market with fewer meal choices. This is a concern, since some dieticians

recommend “healthy” claim products for their lower sodium content.

In the product samples used for the scenario analyses regarding the cost

of the second-tier sodium level on meals and main dishes, a significant

percentage (around 75 percent in the store-basedws;arnple and 5’0 percent ini -

the Web site sample) of the major “healthy” producer s products are above.

‘the second-tier sodrum levels. If thisis representatrve of the market as a Whole

then approximately 74 to 111 products Would need to reduce the1r sodrum o

to meet the second t1er level In estrmatmg the total effects of the second t1er o

or 83 of the 148 products on the market (see sc,t,3;11ggrjmow ,,6_7a,’ in table 1 of this
document). |
Preliminary testmg costs mcurred in the first stage of reformulatron— ,

according to comments on the ANPRM received from a frozen meal “healthy”

brand producer that has begun investigating possﬂJIe reformulation—are well

' over $1 million, but we do not have detailed reformulatlon cost estlmates for -

meals and main dlshes The follow1ng reformulatron cost estrmatlons are based,ﬂ -

ona detailed example of tortilla,chlp reformulatlon,’but the steps areﬂ typrcjal

of food reformulation in general. FDA requests information on any

reformulation processes for the meal and main dish industry that are different

from tho,ysetdescribedh.ere,,gA ST
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The reformulatlon process typlcally starts in a laboratory, where

researchers develop a new lower sodium formula for their meals Then the k

company investigates availability and price of nevv 'i,ngre'dients k(‘herbs, for |
example) and new equipment. If the reformulated; meal pass"es,these obstac,l,es,
it moves to the test kitchen, where researchers produce the product in small
batches. If approved at this level, the meal graduates to a pilot plant Cookmg
the product in large runs at the pilot plant may prove unsuccessful and requrre -
a manufacturer to restart the reformulation process, 1ncurr1ng add1t1onal -

expense However if pilot plant tests go well, full scale plant trials commence

For reformulatlon of a meal FDA assumes 5 000 hours of professmnalltlme : o

at $30 per hour, $190,000 for development and pllot plant operatmg expenses,
and $100,000 for market testing per product, based on this 1ndustry example |

Since this reformulatlon would be undertaken to keep an ex15t1ng product we

assume no relabehng or marketmg costs The total reformulatron costs are

‘be reformulated if adoptmg the second t1er sodlum levels for meals and malnm R

dishes under scenario 6a. This cost would be 1ncurred in the flrst year or two

after the introduction of the rule. Assuming 50 percent of the cost 1s 1ncurred_' B
per year for 2 years and ignoring the tlme dlscount the cost is $18 260 000
Con yeat. , o r , (

Regardless of the relative costs of reformulation, FDA believes thata

substantial number of market participants will choose to rebrand orrelabel . L

their products out of the “healthy” category if it becomes,too restrictive. This

has already happened under the current flI‘St t1er level The number of

“healthy” meals and main dish products dropped from 210 to 148 from 1993‘ -

through 1999, and the number of “healthy”” brands dropped from 13 to 10.;;, n



This time period ’spanstheadoptio‘n of the cUrrent defuutlonof ‘healthy” 1n i
1994. | | - R

In this case, the direct costs of relabeling the Pro‘duc_:t and conductmga ;y |
marketing campaign would be SQC,i?erQStS’ since they represent extra :
investment that will not increase or improve the choice ofproducts for

consumers. Although FDA has no information about the costs of tlllS type of ,

rebranding activity to the manufacturer they are most hl(ely substantlal

However, the market ‘may put a premium on ,‘_‘,healthy” hrands. This”\ e

premium is a good measure of what consumers are willing to pay for the
“healthy” signal. Since consumers would presumably be paylng less for a less
valuable product, the total effect of rebranding on consumer utlhty is negatlve |

but limited. However, firms have made an mvelstmentvm,the,fr.‘;hwealthy" brand |

based on an expected return closely related to this “willingness topay”

premium, and this inveStment would now be Worthless if the product is unable
- to use the “healthy” claim. If the new def1n1tlon of “healthy ‘with the second- o
tier sodium level is no more useful a, health 51gnal than the old def1n1t10n -
as we argue, this lost investment is a cost to society. In the original analysrs
of the regulation defining “healthy” (59 FR 24232 at 24247), which was issued |
in 1994, FDA estimated that the average premlum (measured as the selhng

pnce dlfference) that the market placed on healthy” brand goods was $0 57

per 16 oz equivalent. FDA used the Washlngton DC store sample of 106 meals

and main dishes referred to earlier to reestrmyate‘vthrs premlumfor 2000, Wrth .

imilar rosulte. l A L T
According to the analysis inkFDA’s technical Zmem'orandum (Ref 5) the

“healthy” brand competitor has a srgnlflcant $0 32 premlum over the other o

major health positioned producer in this market, and at least as hlgh a
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premium over the other major clalms producer. Excludmg the spemalty organlc

products, the “healthy” brand is the highest prlced product on the market in :

our sample FDA believes $0.32 to be a reasonable estimate of the market S

premlum for the “healthy” brand. At average serv;lngsrzesoflo 0z, thrs’
translates into a $0.51 premium per 16 oz, which lS very Close to the $057
premium estimated in 1994. o | oo

In the 1994 analysis the total value o‘f keach,bt‘and was based on this o
premium and average sales volumes. Sales of the brands still in the market
were approximately 1.3 million units per product in 1999 (Ref 2). Under the
assumption of 19 percent rebranding in order for meals and main dlshes to
comply with the second-tier sodlum level (scenarloﬁa) 28 prbdu¢ts Woilld | |
be changed, with a total lost premium'of $l’1,648‘,j0:00:per yeal‘ (28 Peructs |
x $0.32 premium lost x average sales of 1.3 million umtsper :’year).’

Adding this to the reformulation costs of the 83 products yields a tOtal |
cost estimate of $29,908,000 for yearsone\ and two, and a residual of the lois‘tl ’
premium of $11,648,000 for what would haV‘e been the rest of the normal life
Cycle of the lost “healthy” brand Clearly, these costs are very large for arule
which would lead to little or no health benefit for the populatron and av01d1nygk:

these costs represents a large benefit of option 2b the proposed rule

Option 2c: Retain the First-Tier Sodmm Leve]s for “Healthy’ Meals and
Main Dishes and Individual “hea]thy’ Foods. The beneﬁts and costs of optlon -
2c are very close to the sum of the benefits and costs assocrated with optrons
2a and 2b. However, as stated in the discussion of option 2a prev1ously in
this document, retaining the first tier sodium levels for “healthy” 1nd1vrdual
foods would significantly decrease the Consi‘sjtency'betWeensodlum levelSjin*,

“healthy” meals and main dishes and the sodium levels in meals put together
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by combining “healthy” individual foods. The less conSiStent, the sodium

levels in “healthy” meals and individual foods, the less conSIStent and

therefore less useful, is the low sodium signal conveyed by the “healthy” 1abel.

Costs of Option ZC The Cost of this proposed amendment as Wlth optlon
2a for individual foods, and option 2b for meals and main dishes, is the o
increased risk due to higher sodium intake and the ,di‘mﬂlnls,h,mg ef‘feetrvenes‘sn,
of the “healthy” low sodium signal. Since option 2c is essentially combining
options 2a and 2b, the costs associated with a hlgher sodlum 1ntake are roughly

the sum of the costs associated with options 2a and 2b.

As discussed previously in detall in thls document the average 1ncreased R

sodium 1ntake ‘occurring under optlon 2b is msubstantlal (roughly 22 mg per

~-meal) and the health effects from this low level of sodlum 1ncrease are ,l

negligible. As stated previously, even under the conseeryat_we,,as,sumptlon of

a linear dose response, the statistical lives saved by decreasing allowable

sodium in “healthy” meals and main dishes to tier-2 levels would be less than |
1. Furthermore, the effectiveness of the “healthy” low sodium signal would

not be diminished since tier-1 levels of sodium for meals and main dishes

allow for even less sodium than would appear in a meal ‘co,mposedv of tier-

2 individual “healthy” ingredients.

However, the potential increase in sodium intake, as dis,cu‘sse,d in detall -

under option 2a, due to relaxing the current level of sodium allowable in
1nd1v1dual “healthy” foods, as well as the costs assoc1ated wrth the

deterioration of the “healthy” signal, is srgnlﬁcant

Therefore FDA believes the costs of optlon ZC due to the reduced

effectiveness of the “healthy” low sodlum signal and the health rlsks due to ‘k
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increased sodium intake are significant, but only rz'ieg]'iglih]’y‘ hlgher than those
costs described for optlon 2a. c o | k
Benefits of Option 2c. The beneflts of av01d1n‘g’ reformulatlon’ rebrandlrtg’,
and relabeling costs under this option are rough]y the sum of the benefits ,

associated w1th options 2a and 2b.

FDA estimates, as discussed in the benefits sectlon of optlon 2a, that the

benefits of avoiding reformulation and relabeling costs assomated by retammg -

the first-tier sodium levels for 1nd1v1dual “healthy” foods are small

As discussed lnthewbegewflts, segtmnwofoptlon 2b, the benefits of avoidjng

reformulation, rebranding, and relabeling costs by retai‘ning_ flrst~tlersod1um B ‘ |

levels for “healthy” meals and main ,di,ShaS;ial‘,awsaubstantial; FDA estimate’sthe

total cost of reformulation and relabehng av01ded in optlon 2b is $29, 908 000
for years one and two, and $11,648,000 per year thereafter

Therefore, FDA believes the benefits of optlon 2(: due to the avmded
reformulation and relabeling costs associated w1th 1mplementmg the t1er-2_a
sodlum levels for both “healthy” meal and main dlshes and “healthy” S
individual foods, are substantial but only slightly hlgher than those beneflts )

described for option 2b..

Net Benefits of Option 2c. The net benefits of opti‘on 2c, retaining the first-

tier level of sodium for both “healthy” meals and main dishes and individual = .

“healthy” foods, are roughly the sumofthenetbeneﬁts Ofoptlons 2aand
2b. " " |

The net benefits of option 2a, retaining the flI‘St-tlBI‘ 'leyel of sodium for SRR

individual ‘‘healthy” foods are negatiye.,Theycos“t;s‘idue,_,"to thehealthrlsk o

associated with increased sodium intake and the lost consistency and meaning B
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of the “healthy” low sodium signal outweigh the Eenefi,tswduee to avmded o

reformulation, rebranding, and relabeling costs.

The net benefits of option 2b, retaining the flI‘St t1er level of sodlum for .

“healthy” meals and main dishes are positive. The beneflts in avmded
reformulation, rebranding and relabeling costs subkstaptlallyootwelg’h} the
negligible costs due to a very small potential increase in average dail}y?sodi;um,
intake. k |

Since the net benefits of retaining the first-tier sodmmlevel ,f,or f‘,heea‘l;t}ily"’, |

meals and main dishes are so substantial, FDA believes the net benefits of 2c,

roughly the sum of the net benefits associated with 2a and 2b, are positive,

but lower than the net benefits of the proposed rule, which would adopt as |

permanent the first-tier sodium limits for meals and main dishes only.

3. Net Benefits of the Proposed Rule

This analysis attempts to take limited data to illustrate in some detail what

would» actually take place in the market under ’(hef proposed rule. First, thez
Costs to the “‘healthy” signal’s meaning and consxstency outwelgh the beneﬁts

of retaining the first-tier sodium level for 1nd1v1dual foods However the meal ;

and main dish analysis shows that while the benefits of retaining the first-
tier sodium level (the costs foregone) are substantial for companies that ,would |
need to reformulate to Comply with the second-tier sodium level or rebrand |
~and relabel themselves out of the “healthy” market the health costs assomated
with retaining the first-tier sodium level are both };g,quantifiable Vand, most :

likely quite insubstantial or nonexistent. Therefore, the net benefits of the

proposedrule, which 'would 'allow,,thew,S,EQOIldfti,élf sodium level to go into |
effect for individual foods but would adopt as Pefmaheht the first-tier sodium

level for meals and main dishes, are positive.
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B. Small Entity Analysis

FDA has examined the economic 1mpl1cat10ns of thrs proposed rule as

significant economic impact on a substantlal number of small entltres the

Regulatory Flexibility Act requrres agencres to analyze regulatory opt1ons that |

would minimize the economic effect of the rule on small entities. FDA finds

that this proposed rule Would,th}lhaVe,;a..Sl.e.ignificaht‘ec(ﬁ)nomﬁi(’: impact on a |

substantial number of small ent

This proposed rule would make permanent the less restrrctlve fist- t1er

sodium level that meals and main d1shes must meet to make a healthy cla1m. "

Without this proposed rule, the more restrlctlve second tier sodlum level
would raise the costs of makmg a healthy clalm on such products 1 a small |

busmess ‘were to market a “healthy” meal or mam dlSh it would be able to o 'k

do so at lower cost under the proposed rule than 1f FDA left the current rule e

unmodlfled,

This proposed rule does not modify the current rule for the sodium e

content of “healthy” individual foods, under Wthh the 's‘ecoynd-,tiersodiurnw N
level for those foods will take effect in 2006. Although the proposed rule dﬁoes

ot impose a cost on small businesses over and above the rule that would _

otherwise be in place, FDA could lower the cost tosmallbusmessesofmaklng
a “‘healthy” claim by adopting as permanent the flrst-tler sodlumlevelfor o
individual foods. o | |

As stated in the prehmmary regulatory 1mpact analy31s dlscussed earher |
“manufacturers of “healthy” foods in three categorres————cheeses soups and |

some meats—are likely to be affected by the 1mplementatron of the second-

tier sodium level. These foods are discussed in this document. AsFDAhas
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no information concernlng costs for other mdrvrdual foods and has recelved

no comments indicating that,manufacturersgf .t.,hese other foods would have .

difficulty meeting the second tier sodium ]evel the agency tentatrvely o
concludes that the impact on small entities producrng other types of “healthy”» -
individual foods is not significant. FDA 1nv1tes comments regardrng small
entltles producmg other “healthy” individual foods that may be adversely
impacted by this proposed rule P

Of the affected individual food categones meat is regulated by the USDA B

and is not part of thls analysis. The Smal] Busmess Admmrstratlon (SBA)

considers a cheese manufacturer small if it employs 500 or fewer workers but

no small or large business currently produces , heal}thy’v’ cheese. The SBA |

considers a miscellaneous food manufacturer (neither SBA nor the Census

Bureau specifically tracks SQup producers) small if it employs 500 or fewer R

employees. According to the 1999 survey of foods used for this analysis, six =~~~

companies produce “healthy” soups (Ref. 2), but none of these c-omp'an‘i'es :

qualifies as a small busmess accordrng to the standard SBA crlterla Accordrng -

to the 1999 Statistics for Busmesses from the Unlted States Census Bureau, o

over 90 percent of food manufacturers are small by the standard SBA cnten‘a," |
so new entries into this industry in the future are likely to be small businesses.
FDA tentatively concludes that this proposed rule will not have a significant

impact on small entities.

VI. Paperwork Reduction Act of 1995 = o

FDA tentatively concludes that this proposed rule contains no collections .

 of information. Therefore, clearance by the Office of Management and Budget

under the Paperwork,Redu‘ction,ﬁ‘éi[of;19;95 is not required.



VII. Federalism

FDA has analyzed this proposed rule in acc,orjdlance w1ththepr1nc:1ples -

set forth in Executive Order 13132. FDA has,tentatively kdeter’minedthat the

rule does not contain policies that have sub,stantialﬁc.difrggt,.effectts On'the States,

on the relatlonshlp between the National Government and the States, or on
the distribution of power and respon51b1htles among the various levels of

government. Accordingly, the agency has tentatively concluded that therul_e o

does not contain policies that have federalism implications as defined inthe

Executive order and, consequently, a federalism summary impact statementis

not required.
VIHI. Comments

Interested persons may submit to the Dockets Management Branch (see
ADDRESSES), written or electronic comments regarding this document. Submit.

a single copy of electronic comments to http:/ /Wwwfdagov/ dock‘et‘s/’ S

ecomments or two hard copies of any written comments, except that |

individuals may submit one hard copy. Comments are to be identified with

the docket number found in brackets in the headlng of this document Recelved

comments may be seen in the Dockets Management Branch between 9 am. B

and 4 p.m., Monday through Friday.
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List of Subjects in 21 CFR Part 101
~ Food labeling, Nutrition, Reporting and recordkeeping requirements.
- Therefore, under the Federal Food, Drug, and Cosmetlc Act and under

authority delegated to the Commissioner of Food and Drugs it is proposed

~that 21 CFR part 101 be amended as follows:
- PART 101—FOOD LABELING
1. The authority citation for 21 CFR partiOl oontinues to read as follows:

Authority: 15 U.S.C. 1453, 1454, 1455; 21 U.S.C. 321, 331, 342, 343, 348, 371;
42 U.S.C. 243, 264, 271. '

2. Section 101.65 is amended by revising paragraph (d) to read as follows:
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§101.65  Implied nutrient content claims and related label statements.

% x x % x

(d) General nutritional claims. (1) This paragraph covers labeling claims
that are implied nutrient Cont,eni claimﬁ‘s, because they:

(1) Suggesf that a food ,beca}usekof its nu,‘trike«nt‘(‘;:Qnt,eﬁtrrilay help consumers
maintain healthy dietary practices; and

(ii) Are made in connection with an explicit or implicit claim or statement |
about a nutrient (e.g., “healthy, contains 3 grams bf fat”).

(2) You may use the term “healthy” or related terms (e.g., “health,”
“healthful,” “healthfully,” “healthfulness,” “healthier,” “healthie’st,”
“healthily,” and “healthiness”) as an implied nutrient content claim on the
label or in labeling of a food that is useful in creating a diet that is consistent

with dietary recommendations if:

(i) The food meets the following Conditiohs fd,r ,f,at,k Séturated fat; |

cholesterol, and other nutrients:

The fat level must be...

The saturated fat level must

The cholestero! level must

product

§101.62(b)(2)

in § 101 .62(0)(2’) )

lesterol specified in
§101.13(h) or less

If the food is... be... be... The food must contain...

(A) A raw fruit or vegetable Low fat as defined in Low saturated fat as defined The'disdlos’»uré evel for cho- N/A

§101.62(b)(2) in §101.62(c)(2) lesterol specified in
§101.13(h) orless -

(B} A single-ingredient or a Low fat as defined in Low saturated fat as defi,néd The disclosure level for cho- N/A
mixture of frozen or canned §101.62(b}(2) in §101.62(c)(2) lesterol specified in
fruitsand vegetables §101.13(h) or less

(C) An enriched cereal-grain Low fat as defined in Low saturated fat'as defined The disclosure Jevel for cho- N/A

(D} A raw, single-ingredient
seafood or game meat

Less than 5 grams (g} fat per
RA? and per 100 9

Less than 2 g saturated fat
perRA and per 100 g

Less than 95 milligrams(img)
cholesterol per RA and per
100 g

At least 10 percent of the
RDI2 or the DRV= per RA of
one or more of vitamin A,
vitamin C, calcium, iron,
protein, or fiber

(E) A meal product as defined
in § 101.13()) or a'main dish
product as defined in
§101.13(m)

Low fat as defined in
§101.62(b)(3)

Low saturated fat as deiiﬁgd

in §107.62(c)

90'mg or less cholesterdl per
554 '

At least 10 percent of the RDI
or the DRV per SS of two
nutrients (for a main dish) or
of three nutrients (for a
meal) of the following six
nutrients—uvitamin- A, vitamin
C, calcium, iron, protein, or
fiber ‘

(F) A food not specifically list-
ed in this document

Low fat as deﬁnéd in
_.§101.62(b)(2)

Low saturated fat as deﬁnéd
in §101.62(c)

_The disclosure level for cho-

lesterol specifiedin™

§ 101.13(h) or less

At least 10 percent of the RDI
or the DRV per RA of one
or more of vitamin A, vita-
min G, calcium, iron, pro-

tein, or fiber

1 RA means Reference Amount,CHst{qmarj‘ly Consumed per Eating Occasion (§101.12(b))
2RDI means Reference Daily Intake {§ T01.9(c){(8)(iv)).
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3DRV means Daily Reference Value (§101.9(c)(9)).
43S means Serving Size Listed on the Label (§ 101.9(b)), also referred to as Labeled Servmg Size.

(ii) The food meets the followmg condltlons for sodmm

If the food 1s k ) The sodlum Ievei must be
(A} A food with a RA? that is greater than 30 g or 2 tablespoons tbsp) 4 o 360 mg or less sodrum per RA and per SS’=‘ S
{B) A food with a RA that is equal to or less than 30 g or 2 tbsp ) " faso mg or Iess sodrum per 50 93 )

(C) A mea!l product as defined in §101 13 I) or a main dlsh product as defrned in | 600 mg or !ess sodrum per SS
§101.13(m)

*RA means Reference Amount Customarrly ‘Consumed per Eahng Becasion (§101 12(b)).

2SS means Serving Size Listed on the Label (§101.9(b)), also referred to as Labeled Serving Size.

3For dehydrated food that is typically reconstituted with water or a liquid that contains insignificant amounts per RA of all nutrients (as defined in §101 9(f}(1)), the
50 g refers to the “prepared” form of the product.

(iii) The food complies with the defmltlon and declaratlon reqmrements

in part 101 of this chapter for any spemﬁc nutrlent content claim used in
labeling the food;

(iv) For foods in paragraph (d)(2)(1)(B) of this section, you may add
ingredients that do not change the nutrient profile;

(v) Enriched cereal-grain products in paragraph (d)(2))(C) of this section
must conform to a standard of identity in part 136,137, or 1 39: of this chapter;

and




64

(vi) If you add a nutrient to the foods in paragraph (d)(‘Z)(‘i)(lj)f{ (d)(Z)(l)(E) o

or (d)(2)(i)(F) of this section to meet the 10 percent requirement, that addition

must be consistent with the fortification policy for foods in §104.20 of this

chapter.
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